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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

MAR 2 'i 2005 

Rebecca A. Clemmer 
United Phosphorus Inc 
423 River View Plaza 
Trenton, NJ 08611 

Subject: Submission of Storage Stability and Corrosion Characteristics Study 
Bifentlrrin Technical Insecticide/Miticide 
EPA Reg. No.· 70506-'18 
Your Letter Dated: June 14, 2004 

Dear Ms. Clemmer: 

The data submitted corresponding to guideline reference 830.6317 (Storage 
stability) and 830.6320 (Corrbsion Characteristics) are acceptable. The review has been 
inserted in the file for the subject product. 

If you have any questions regarding this action, please contact Be Wanda 
Alexander of my team at (703) 305-7460. 

George T. LaRocca 
Product Manager (13) 
Insecticide Branch 
Registration Division (7505C) 
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DATE OUT: 17/MA&/2005 

SUBJECT: PRODUCT CHEMISTRY REVIEW OF TGAI/MP [X] EP [] 
DP BARCODE No.:D312238 REG. No.:70506-l8 
PRODUCT NAME: Bifenthrin Technical Insectcide/Miticide 
COMPANY: United Phosphorous Incorporation 

FROM: 

TO: 

PCC:l28825; Decision No.:352095 

Shyam B. Mathur, 
Team Leader Product Chemistry 
Technical Review Branch/RD (7SOSC) 

BeWanda Alexander/George Larocca, RM 13 
Insecticide Branch/RD(7SOSC) 

IN'l.'ROPUCTION 

The registrant has submitted the. results of one year storage 
stability (830,6317) and corrosion characteristics (830.6320) 
studies for bifenthrin technical._ The study results have been 
submitted under MRID No. 464142-01. The TRB has been asked to 
review the product chemistry data submitted. 

SUMMABX OF FINDINGS 

1. The subject 
bifenthrin as the 
99.4\. 

product is Technical 
active ingredient with 

Bifenthrin containing 
product label claim of 

2. The studies were performed at JAI Research Foundation, Valvada 
in India. The studies were conducted in accordance to Good 
Laboratory Practice Principles as published by OECD in 1998, No.1, 
[ENV/MC/CHEM(98)17]. 

3. The samples were stored in six commercial containers (Fibre 
board drum with double HDPE liner) at room temperature under 
warehouse conditions. one container was opened initially and one 
container was opened at each sampling intervals i.e., after 3, 6, 
9 and 12 months of storage. The remaining containers were drawn 
after 18 months for final evaluations. 
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DP BARCODE No.:D312238 REG. No.:70506-l8 PRODUCT NAME: Bifenthrin 
Technical Inaectcide/Miticide 

4. The test substance was evaluated with respect to the following 
tests: 
Corrosion characteristics: Perforation, darkening, leaking or rust 
at the seam, appearance of the container (by visual- shape, crack, 
color) 
Storage stability: Appearance, acidity, and AI content. The AI 
content was determined by HPLC/UV(254 nm). 

5. There was no degradation or loss of bifenthrin was observed 
after 12 months of storage. Before storage (0 day), the AI content 
was 99.04% w/w. After storage at room temperature for a period of 
3, 6, 9 and 12 months, the AI content was 98.99, 98.80, 98.75 and 
98.64% w/w respectively. 

6. There were no signs of. corrosion characteristics. There were no 
perforation, leaking, rust, darkening, change in the shape or 
cracks observed on the co~tainer of the bifenthrin technical at 
zero day as well as after 3, 6, 9 and 12 months. 

CONCLllSIQNB 

The TRB has reviewed the product chemist-ry data submitted for the 
Bifenthrin technical and has concluded that: 

The data submitted for the guideline 830.6317 (one year storage 
stability) and 830.6320 (corrosion characteristics) satisfy the 
data requirements of 40CFR§158.190 and are acceptable. 
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DP BARCODE No.:P3l2238 REG. No.:7QSQ6-l8 PRODUCT NAME: Bifenthrin 
Technical Insectcide/Miticide 

HPLC parameters and Instrument 

Instrument: HPLC (Shimadzu, LC-10 AT Pump, SPD-lOA UV-VIS detector 
with CLASS lOA software) . 
Detector: operating at 254 nm 
Column: ODS, 5 pm, 25 mm x 4.6 mm id 
Guard column: Alltech, Allguard, Cl8, 5 pm, 7.5 x 4.6 mm id 
Mobile phase: Acetonitrile (SO) : water (20) 
Flow rate: 2.0 ml/min 
Samples injected: 0.5 mg/ml oryzalin and 0.05% (v/v) 
dimethlphthalate (IS) in acetonitrile:water {1:1, v.v) . 
Volume injected: 20 pL 

4 



•• • 

• 

0UPI United Phosphorus, Inc. 

42J Riverview Plaut 
Trenton, NJ, 08-611 
(609) 392-3200' IS (phone) 
(609) 392.0808 (fox) • 

.. Mr. George LaRocca (PM 13} 
Document Pspcessing Desk 
Office ofPesticide ProgramS (7504C) 
-u.s. Environmental Protections Agency 
1921 Jefferson Davis HiShway 
Arlington, VA 22202 

Re: Submission ofStildy 

/ 

Bifcnthrin.Tccbnical (EPA Reg. No. 70506-18} 

Dear Mr. LaRocca: 

Rebecca A. Clemmer 
Regulatory Atlalrs Manager 

June9,2004 

Enclosed please find a storage stability and corrosion characteristics study, submitted in s~pon 
of the registration of UP! Bifenthrin Te¢hniea~ 

48414201 StOrage Stability and Corrosion Characteristics ofBifenthrin Technical 
(lnJerim Rcport-12 Months). United Phosphol)lS, Jnc., Study 4210, 
May 29, 2004. 113 p. 

- _Enclosed you will find three copies of the study. This letter will serve as the transmittal 
-document ,, 

Please contact me if you have any questions. 

Very truly yours, 

Rebecca-A. Clemmet 
rc!efmner@ypi·usa,cgro-
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File: RAC-2004-040 
)!ifeJl!hrin 'reebnical Re~tioo File 

CC: A. Tillman 
1. Pritchlr4 

• • 

- -- -·· ---·- --------- ···- - - - - ----
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464142.00 

United Phosphorus, lqc. 

.423 Riverview Plaza 
. Tre.nton, NJ .... (l8611 
, (609)392-8200xi8(phone) 

(609) 392.0808 (fax) 

·' Mr. George LaRocca (PM 13) 
I.?ocument frocessing Desk'· . 
Office ofPest!cide Programs (7504C) 
tJ.S. En\'ironmcntall'rotections Agency 
1921 Jeffetson DayisHighway 
Arlingion, VA 22202 

' ' ' . . 
En: Submission of Srudy 

/ 

Bifentbrin Technical (!!PA Eng. No. 70506-18) 

'Dear Mr. LoR"'""' 

Rebttta A. Clemmer 
Regulatory Affairs Manage~ 

June9,2004 

Enclosed pl~e find a storage stability and corrosion characteristics study, submitted in support 
oftbe n:giBtration ofUPlJiifenlhrin Technical: 

46414201 Storage Stability and Corrosion CharaCteristics ofBifenthrin Technical 
(Interim Report-12 Months). United Phosphorus, Inc., Study 4210, 
May29,2004. 113p. 

).!nclosed you will find three copies of the study .. Tills letter will serve as the transmittal 
.document;, 

Please co_ntact me if you have any questions. 
• • > • 

Very truly yours, 

~Q.~ 
Enbecca A. Clemmer 
fclcmffier@hmi-usa.com 

7 



File: 
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RAC-2004'040 
Jlifenthrin 1-.X:bnica! Registration File 

A. Tillman 
.. J. ~ritchard 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

UNITED PHOSPHORUS INC 
423 RIVERVIEW PLAZA 
TRENTON, NJ 08611 

December I, 2004 

Report of Analysis for Compliance with PR Notice 86-5 

OPPICE.OP 
PR£VENTION,l'ESTICID.ES AND 

TOXIC SUBSTANCES 

Thank you for your submittal ofOI-DEC-04. Our staff has completed a preliminary 
analysis of the material. The results are provided as follows: 

·- Your submittal was found to be in full compliance with the standards for submission of 

• 

data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated \vith 
Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in 
all future references to these documents. Thank you for your cooperation. If you have any 
questionS concerning this data submission, please raise them with the cognizant Product Manager, 
to whom the data have been released . 
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UNITED Sf AlES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20400 

Office of Pesticide Programs 
Registration Division (7606C) 

INSECTICIDE BRANCH 

Fax 

Name: Rebecca Clemmer 
Organization: UPI 
Fax Number: 609-392-0808 
Phone Number: 609-392-8200 

From: George T. LaRocca, 
Product Manager (13) 

Phone Number: 703/305-6100 
.Fax Numb.er: 703/605-1225 

Date: August 2, 2004 

Subject: Bifenthrin Technical/70606-18 

Cover plus_3_ Pages: 

Comments: See attached letter regarding data submittal deficiency. You can fax the 
omitted page to my attention at 703-605-1225 . 

•••••• • • • • • 
•••••• • • .. 
••••• • • ••••• 

• • •••••• • .. . 
• • • . .. 

• 
•••• • • • ••• 

• • •••••• • 
• 

•••• • • •••• 
•••• • •••• 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

UNITED PHOSPHORUS INC 
423 RJVERVIEW PLAZA 
TRENTON, NJ 08611 

June 16, 2004 

Report of Analysis for Compliance with PR Notice 86-5 

OFFICE Of' 
PREVENTION, PESTICIUES A.'ID 

TOXIC SUBST A,.'tCES 

Thank you for your submittal of 14-JUN-04. Our staff has completed a preliminary 
analysis of the material. The results are provided as follows: 

• We are unable to accept your data submittaffor further processing and review, because of 

• 

the significant deficiencies noted below. It is being returned to you for correction. If deficiencies 
were found which apply to your overall submission, they are described immediately following this 
paragraph. If problems are found with individuaJ studes, they are described below linked to the 
study identifier fOund on the enclosed copy of your bibliography. 

Rejecled Study [01]: 
• Judging from the pagination of the study, page Sl was omitted from the submitted 

copy . 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • •••••• • 
•• • • • • • • • 

• 
•••• • • •••• 

• • •••••• • 
• 

•••• • • •••• 
•••• • •••• 
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(U).UPI United Phosphorus, Inc. 

423 Riverview Plaza 
Trenton1 NJ 08611 
(609) 392-3200 x 18 (phone) 
(60?) 392-0808 (fhx) 

Rebecca A. Clemmer 
Regulatory A.ffalrs Manager 

Mr. George LaRocca (PM 13) 
Document Processing Desk 
Office ~fPesticide Programs (7504C) 
U.S. Environmental Protections Agency 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Re: Submission of Study 
Bifen!hrin Technical (EPA Reg. No. 70506-18) 

Dear Mr. LeRooca: 

June 9, 2004 

Enclosed please find a storage stability and corrosion characteristics study, submitted in support 
of !he registration of UP! Bifenthrin Technical: 

Reject (01) Storage Stability and Corrosion Characteristics ofBifcn!hrin Technical 
(Interim Report-12 Months). United Phosphorus, lnc., Study 4210, 
May 29, 2004. 113 p . 

Enclosed you will fmd three copies of the study. This letter will serve as the transmittaJ 
document. 

Please contact me if you have any questions. 

Very truly yours, 

~a.~ 
Rebecca A. Clemmer 
rc!emmer@uoj~usa.com 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • •••••• • .. . 
• • • . .. 

• 
•••• • • • ••• 

• • •••••• • 
• 

•••• • • •••• 
••• • • ••• • 
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File: 

CC: 

RAC-2004-040 
Bifenthrin Technical Registration File 

A. Tillman 
J. Pritcb&<d 

RAC.2004-040 

•••••• • • • • • 
•••••• • • .. 
••••• • • ••••• 

• • •••••• • .. . 
• • • . .. 

• 
•••• . ( . 
• ••• 

• • •••••• • 
• 

•••• • • •••• 
•••• • •••• 
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•••• • •••• 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

UNITED PHOSPHQPUS INC 
423 RIVERVIEW p, j.ZA 
TRENTON, NJ 08611 

June 16,2004 

Report of Analysis for Compliance with PR Notice 86-5 

OFFICE OF 
l'Rf.VE)I.-nON, PF~'ITICJDES ANI> 

TOXIC SUllSTA,'ICES 

Thank you for your submittal of I 4-JUN~04, Our staff has completed a preliminary 
analysis of the material. The results are provided as follows: 

We are unable to accept your data submittal for further processing and review, because of 
the significant deficiencies noted below. It is being returned to you for correction. If deficiencies 
were found which apply to your overall submission, they are described immediately following this 
paragraph. If problems are found with individual studes, they are described below linked to the 
study identifier found on the enclosed copy of your bibliography. 

Rejected Study [01]: 
* Judging from the pagination of the study, page 81 was omitted from the submitted 

copy . 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • •••••• • 
•• • • • • • • • 

• 
•••• • • • ••• 

• • •••••• • 
• 

•••• • • •••• 
•••• • •••• 
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@UPI United Phosphorus, Inc. 

423 Riverview Plaza 
Treutoo,NJ 08611 
(609) 392-8200 x 18 (phone) 
(609) 39:Z.0808 (ihx) 

Rebecca A. Clemmer 
Regulatory Affairs Manager 

Mr. George LaRocca (PM 13) 
Document Processing Desk 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protections Agency 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Re: Submission ofSWdy 
Bifcnthrin Technical (EPA Reg. No. 70506-18) 

Dear Mr. LaRocca 

June 9, 2004 

Enclosed please find a storage stability and corrosion characteristics study, submitted in support 
of the registration of UP! Bifenthrin Technical: 

Reject (01) Storage Stability and Corrosion Cbnracteristics ofBifenthrin Technical 
(Interim Report-12 Monlhs). United Phosphorus, Inc., Study 4210, 
May 29, 2004. 113 p . 

Enclosed you will find three copies of the study. This letter will serve as the transmittal 
document 

Please contact me if you have any questions. 

Very truly yours, 

~Q.~ 
Reheccn A. C1enuner 
rctemmer@upi-usa,com 

RAC-2004-040 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • •••••• • 
•• • • • • • •• 

• 
•••• • • •••• 

• • •••••• • 
• 

•••• • • •••• 
•••• • •••• 
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File: RAC-2004-040 

Bifenthrin Technical Registration File 

CC: A. Tillman 
J. Pritchard 

RAC.2004-040 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • •••••• • 
•• • • • • • • • 

• 
•••• • • • ••• 

• • •••••• • 
• 

•••• • • •••• 
•••• • •••• 

17 



~· 
Nov-01•2004 OI:ITPO Froo-~ITEO PHOSPHORUS 6011120808 T·82T P.00!/002 F•l99 

• 

• 

Gl) Ufl.. United PhOGphorus,lnc. 

.Phoar. (609) m.moo.exr.nnoa 18 
Fax: (609) 3!)l.{)808 

DATE: NovemberS, 2004 

TO: Mr. Ge<>rgo LaRot<a 

FROM: Rebe<ca A. Cltllllllar, Regulatoey Aft1irs Manager 

suamcr: Replaeementofmlssingstudypage 

MESSAGE: 

Dear Mr. LaRocca: 

FAX 

Attaclled please 1lnd page 81 of the study 
Storage Stability and corrosion Cluuactoris!ics ofBifet :hrin Technical (12 Months), Jai 
Resc:atth Foundation StUdy 4210, May 19, 2004 

which you indicated was missing front the Agency's cc .'Y· 

Please contact me if you have any questions. 
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(IJ) UPI United Phosphorus, Inc. 

423 Riverview Plwl 
Trenton, NJ 08611 
(609) 392-8200 x 18 (phone) 
(609) 392.0808 (fax) 

Rebecca~ Clemmer 
Regulatory Affairs Manager 

Mr. George LaRocca (PM 13) 
Document Processing Desk 
Office ofPesticide Programs (7504C) 
U.S. Environmental Protections Agency 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Re: Submission of Study 
Bifentbrin Technical (EPA Reg. No. 70506-18) 

Dear Mr. LaRncca: 

June9, 2004 

Enclosed please find a storage stability and corrosion characteristics study, submitted in support 
of the registration ofUPI Bifenthrin Technical: 

Reject (01) Storage Stability and Ccrrosion Chamcteristics ofBifentbrin Technical 
(lrtterim Report-12 Months). United Phosphorus, Inc., Study 4210, 
May 29, 2004. 113 p . 

Enclosed you will find three copies of the study. This letter will serve as the transmittal 
document 

Please contact me if you have any questions. 

Very truly yours, 

~a.~ 
Rebecca A. Clemmer 
rclc:mmer@upi~usa.com 

RAC.2004.(140 

•••••• • • • • • •••••• ........ # 
• • • •• •••••• ....... 
• •• ••••• ••••• • • ••••• 

• • •••••• ••••• !•,·•: 
••••• . ··' : ... , . 
• • .... , 
J!. •••••• .... .... 
• •••• ..). 
•••• • • ••••• . , .... ........ 

• •••• 
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File: RAC-2004-040 
Bifenthrin Technical Registration File 

CC: A. Tillman 
J. Pritchard 

•••••• • • • • • cu .. :: 
• • •• • 
N~·.•: . -••••• •••• ' . ••• •• 

• • •• •••• • •• ••• -:: ,.t: 
•• ~! 
• • " . • ••t.•. 
.•• .. . .. .,. :-···· 

-~·· ··"· . ... ,. 
':tl~ 
~ ;zt•' ... , ... 
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@ UPI United Phosphorus, Inc. 
423 Riverview Plaza AJ1D M. Tl1ln:wJ 
Tmltoa, NJ 08611 T«:hnlcal Dltte:tor 
(609) 392-8200 (plloll•) 
(60!1) 3?USG8 (fu) 

June 28, 2004 

Mr. George LaRocca, PM 13 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall2 
19211efferson Davis Highway 
Arlington, VA 22202 

Dear Mr. LaRocca: 

This letter is to request Gold Seal Letters (3 copies each) for the following products: 

PRODUCT 

Tengard MUP Insecticide 
Tengard SFR One-Shot Insecticide 
Tengard HG Insecticide 
Perm-Up 3.2 EC Insecticide 
Cypermethrin Technical Insecticide 
Bifenlhrin Technical Insecticide 
Cypermethrin 2.0 EC Insecticide 
Up-Cyde 2.5 EC Insecticide 
Cypennethrin 2.5 EC 
Bifenlhrin SC Lawn & Greenhouse Insecticide 
UP-Star SC Lawn and Nursery Insecticide 
UP-Star Gold Insecticide 

Please send them to my attention at the above address. 

Sincerely, 

~~0.~ 
Rebecca A. Clemmer 
Regulatory Manager 
Phone: 609-392-8200 x 18 
~·mail rclcmmer@upi-un.({)nt 

EPA REG. NO. 

70506-5 
70506-6 
70506-7 
')!0506-9 
70506-10 
70506-18 
70506-19 
70506-20 
70506-21 
70506-22 
70506-23 
70506-24 

' ' 
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\!~· UNITED STATi!s I!IIVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

OFFICE OF 
PR£VEH1'IOil, I'ESTICIDl!S 
AND TOXIC SUBSTANCES 

November 1, 2004 

l,~e Larocca, lnuctl'clde Branch, Registration DlvlsiQO, Office of ~lclde Programs. 
Office Off»r8ventlon, Pestidde$ and Toxic Substances, United States Environmental Protection 
Agency ('EPA'), certify that the pesticide product (s) listed below Is, as of the date of this Iotter, a 
registered product under the Federal insecticide, Fungicide, and Rodenticide Act (FIFRA), as 
amended, and that as such, the product(s) may be sold and marketed in the United States of 
America as authorized- and limited by FirM. A true· and correct copy of the product label 
approved by EPA Is attached to accompany this letter . 

Registration of this product(s) with EPA also denotes that the registrant listed below is 
responsible- for ensuri.ng full compliariee with all the laws of the United States of America, or 
governing jurisdiction, regarding the sale, storage and/or disposal of the product(s). Further, the 
recipient of this letter is an notice that the referenced registration and/or the accompanying label 
may change subsequent to the date of this letter. EPA assumes no responsibility to notify the 
recipient of this letter of any change in the status of the registration(s) and/or the product label 
for the product(s) listed below. 

EPA has Issued registration numbers for the product(s) listed below to: ,,_ <.,._,,, 

United Phosphorus Inc 
, , 423 Riverview Plaza ' .. 

Trenton, NJ 08611 
~ ~.- -"~~ 

• EPA Reejstratjoo Number; 
Name of Product: 

70506·18 
Blfenthrin Technical insecticide/Miticide 

eorge T. Larocca 
Product Manager (03; 13) 
Insecticide Branch 
Registration Division (7505C) 
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BIFENTHRIN Technical 
Insecticide/Miticide 
FOR FORMULATION USE ONLY 

AC'nVE INGREDIENT: ; 
Brfenthrin: [2-methyl[1 , 1'-blphonyl}-3-yl) methyl 3-(2-ch!oro-3,3,3-trlfluoro-1 -propenyl) 
·2,2·dlmothylcyclopropanocarboxylate* ............................................................ 99.4% 

OTHER INGREDIENTS ............................................................................................... ..Q&ll, 
TOTAL ............ ,_ ....................................................................................................... 100.0% 
·as Isomers 97% minimum, trans Isomers 3% maximum. 

KEEP OUT OF REACH OF CHILDREN 

WARNING 
FIRST AID 

Have the pioduct container or label with you when calling a polson control center or doctor, or going 
for treatment 

If Swallowed • Call a polson control center or doctor lmmedlataly1or treatment advice • 
• Have person s!p a glass of water If ablo to swallow, 
• Do.not Induce vomiting unless told to do so by a polson control center or 

doctor. . 
• Do not give give anything by mouth to an unconscious person • 

"Inhaled • Move person to fresh air. 
• If person Ia not breathing, call 911 or an ambulance, than give artificial 

respiration, preferably mouth-to-mouth, If possible. 
• Call a polson control center or doctor for further treatment advice • 

U on skin • Take off contaminated clothing. 
or clothing • Rinse skin Immediately with plenty of water for 15-20 minutes 

• Call a polson control center or doctor for treatment advice . 

ff In eyes • Hold eye open and rinse alowly and genUy with water tor 15-20 mlnlrt&s. 
Remove contact lenses, If present, after tho first 5 minutes, then continue 
rinsing eye, 

• CaU a polson control center or doctor for treatment advk:o • 

FOR EMERGENCY MEDICAL ASSISTANCE, CALL 
TilE NATIONAL PESllCIOE INFORMATlON CENTER 1-800-858-7378 

United Phosphorus Inc. 
423 RlveNiew Plaza 
Trenton, NJ ·08611 

EPA Reg. No. 70506-18 
EPA Est. No. 41876 ·IV- 1 

NET CONTENTS : 

. NC1f REVIEWED 
1n accordance with PR Notice 82-~ 

based on dmlt klbellng dqfelj/ 

-::z/aC(/0'1 • • ••• • • • • • • 

• • • • • • •• 

• • • • • • • • • • 

• •• • 
•• • • • •• • • • •• •• • 

• • • • • • • • • • • 
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PRECAUTIONARY STATEMENTS 
Hazards to Humans (and Domestic Animals) 

Warning : May be fatal If swallowed. Hannful If Inhaled or absorbed through the skin. Prolonged or 
frequently repealed akin contact may cause allergic reactions h some lndMdua/s. Causes moderato eye 
Irritation. Avoid breathing dust. Avoid coo tact with skin, eyes, or clothing. Remove oontamlnaled clothing 
and wash before reuse. Wash thoroughly with soap and water after handing and before eating, drinking, 
or using tobacco. 

Environmental Hazards 
This pesticide Is toxic to fish and aquatic invertebrates. Do not discharge effluent containing this product 
Into lakes, streams, ponds, estuaries, oceans, or public waters unless In accordance with the requirements 
of a National Pollutant Discharge Eliminations System (NPOES) permit and the penn!Wng authority has 
bean· notified In Writing prior to discharge. Do noi discharge effluent containing this product to sewer 
systems without previously notifying the sewage treatment plant authority. For guidance, contact your 
State Water Board or Regional Office of the Environmental Protecl.lon Agency. 

Physical/Chemical Hazards 
Do not use or store near heat or open flame • 

DIRECTIONS FOR USE 
It Is a violation of Federal law to use this product In a manner Inconsistent with Its labeling. 
Th!s material requires ft!rther mixing before use 
Only tor fonnutatfon Into an tnBOCtlcldelmltlclde for 
(1) The following_ uses: _ 
Terreatrlal Food/Feed Crops: Sweat Com, Succulent Peas and Bsans, Head and Stem Brass!ca 
Vegetables, Globe Artichoke, Cucurblts, Herbs, Bananas Qmport only), Loguma Yogotablas, Cotton, 
Field Com (Grain and Silage), Popcorn, Field Com Grown for Seed, Hops, Rapeseed, Canola, Crambo, 
Strawberries, Canoborries, Lettuce (head}, Pears, Citrus, Tomato, Peppers (baH and non-bel!), Eggplant, 
Spinach, Tree Nuts, Grapes 
Terrestrial Non-Food: 
Tennltk:!de and SoU Contact Nonfuinlgation Troalrnent 
Wood Treatment and Pro!9ctlon 
OutdOor Insect Control 
Ornamental plants, ti'eos, shrubs, and vines (woody) 
Residential Lawns 
Indoor Insect Control 
Greenhouse Grown Omamental Trees, Shrubs, Plants, Flowers 
NOn-bearing Fruit and Nut TrOes -

Non--Food/Feed Areas: May be used to manufacture end-use products for use as a spot or crack and 
crevice treatment In non-food areas. S!m!!ar aroaa where Insects hide or through which Insects may enter 
can be treated. Examploo of non-food araas Include: garbage rooms, lavatories, floor drains (to sewers), 
entries and vestibules, offices, locker rooms, machine rooms, boner rooms, garages, mop closets, and 
storage (attar canning and bottling). 

Food!Feed Areas: May run be used to manufacture products for use In food/feed areas. Oo not use In 
food areas of food handling establishments, restaurants, or other areas where food Is commercially 
prepared or processed. Oo not use In serving areas wh!!e food Is exposed or facl!!ty Is In operation. 
SolVing areas are areas where prepared food are seEVed such as dining rooms but excluding areas 
where foods may bo prepared or held. In the home·ali food proce&Stng surfaceS and utensils should be 
covered during troatment or thoroughly washed before use. Expo6&d foods should bo coverod or removed. 
Examples of food areas are areas for receMng, sloraga/packlng (canning, bottling, wrapping, boxing), 
preparing, edible wastes, stomge and enclosed processing systems (mills, dairies, edible oDs, syrups). 
Serving areas (when food Is exposed and facl!fty Is In operation) also would be considered a food area. 

(2) Ueu for which U.S. EPA has accepted the requfred data andlor citation of data that the formuJator 
has submitted In support of registration; and 

(3) Uses for experimental purposes -that are In compllanc:o with U.S. EPA requirements. 

Fonnulatora using this product are reaponalbla for obtaining U.S. EPA registration for their 
formulated product which may be labeled for the use patterns as found listed on thla label. 
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Storage and Dlapoaal 
Do not contaminate water, food, or feed by storage and disposal. 

PESTlCIOE STORAGE 
Keep out of mach of children and anlmais. Store In orfglnal containers only. Slore In a cool, dry place 
and avoid excess heat. Carefully open containers. After partial use, replace lids and close tightly. 
Do not put concentrate or dilute material Into food oi' drink containers. Do not contaminate other 
pestld'dea, fertilizers, water, food, or feed by storage or cftSposal. 

In caao of spill, avoid contact, Isolate area. and keep out animals and unprotoctod persons. Confine 

"""'· PESTICIDE DISPOSAL 
Pettlcldo wastes are toxic:. Do not contaminate wator, food or feed by storage or disposal. Improper 
dlspooal of excess peatJcrde, spray mixture, or rinSato Is a violation fo Federal law. Dispose ol excess 
waste orpeatleJdo by use according to label dlroctlons, or contact your State PesUclde or Environmental 
Control Agency, or the Hazardous Waste roprosentatlve at tho nearest EPA Regional Of1lco forguldance. . . 
CONTAINER DISPOSAL 
Completely empty liner by shaking and tapping sides and bottom lo loosen clinging particles. Empty 
residUe Into application equipment. Then dispose of liner In a sanitary landfill or by lnclneraUon,. 
If allowed by Stale and local authorities. II drum Is contaminated and cannot be reused, dispose ol In 
tho same manner. · 

FOR CHEMICAL EMERGENCY : Spm. leak, tire, exposure. or accident. call 
CHEMTREC 1-800-424-9300 

-
CONDmONS OF SALE 

AND UMITATION OF WARRANTY AND UABILITY 

United PhoGphorus, Inc. warrants that at the llme of dollvery, this product wDI conform to its chemical 
description on the label, that 'It wftl pass without ob}ectlon In the trade under tho contract description, 
that seller wm convey t!Ue hereto, and that such product will be delivered lreo from any lawful security 
Interest, nen or encumbrance. 

This Ia the only warranty made on this product UNITED PHOSPHORWS, INC. EXPRESSLY DISCLAJMS 
NoN IMPUEDWARAANTIES OFMERCHANTABIUTY AND FITNESS FORA PARTICULAR PURPOSE 
AND, EXCEPT AS SET FORTH IN iHE ABOVE PARAGRAPH, ANY OTHER EXPRESS OR IMPLIED 
WARRANTIES. BUYER ACKNOWLEDGES THE USE OF ITS OWN INDEPENDEr'lT SKILL AND 
EXPERTISE IN THE SELECTION AND USE OF THE PRODUCT AND DOES NOT RELY ON ANY 
ORAL OR WRITTEN STATEMENTS OR REPRESENTATIONS. 

EPA Approved. Vt2i.1004 
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4%31Uven1cw Pfu:a Aaa M. TIIImaa 
TIUtoo. NJ 08611 Tuhakal Dlrtetor 
{609)m.82GO-) 
{609)-{fu) 

June 28, 2004 

Mr. O.Orge LaRocca, PM 13 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Dear Mr. LaRocca: 
• 

This letter is to request Gold Seal Lette~ (3 copies each) for the following products: 

PRODUCT 

Tengard MUP Insecticide 
Tengard SFR One-Shot Insecticide 
Tcngard HG Insecticide 
Perm-Up 3.2 BC Insecticide 
Cypcnnethrin Technical Insecticide 
Bifenthrin Technical Insecticide 
Cypcnnethrin 2.0 EC Insecticide 
Up-Cyde 2.5 EC Insecticide 
Cypermethrin 2.5 EC 
Bifenthrin SC Lawn & Greenhouse Insecticide 
UP-Star SC Lawn and Nursery Insecticide 
UP-Star Gold Insecticide 

Please send them to my attention at the above address. 

Sincerely, 

'13.~0.~ 
Rebecca A. Clemmer 
Regulatory Manager 
Phone: 609-392-8200 x 18 
c·mall relmtnv:r@u!li·usa.com 

EPA REG. NO. 

70506-5 
70506-6 
70506-7 

.,0506-9 
70506-10 
70506-18 
70506-19 
70506-20 
70506-21 
70506-22 
70506-23 
70506-24 

~ ... . 

••• . 

. > 
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~UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

OFFICE Of 
PREVENTION, PESllCIOES 
AND TOXIC SUBSTANCES 

August 30, 2004 

I, George Larocca, Insecticide Branch, Registration Division, Office of Pesticide Programs, 
Office of Prevention, Pesticides and Toxic Substances, United States Environmental Protection 
Agency ("EPAj, certify that the pesticide product (s) listed below is, as of the date of this letter, a 
registered product under the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as 
amended, ~nd that as such, the product(s) may be sold and marketed in the United States of 
America as authorized and limited by FIFRA. A true and correct copy of the product label 
approved by EPA is attached to accompany this letter. 

Registration of this product(s) with EPA also denotes that the registrant listed below is 
responsible for ensuring full compliance with all the laws of the United States of America, or 
governing jurisdiction, regarding the sale, storage and/or disposal of the product:(s). Further, the 
recipient of this letter is on notice that the referenced registration and/or the accompanying label 
may change subsequent to the date of this letter. EPA assumes no responsibility to notify the 
recipient of this letter of any change in the status of the reglstration(s) and/or the product label 
for the product(s) listed below. 

EPA has issued registration numbers for the product(s) listed below to: 

United Phosphorus Inc 
423 Riverview Plaza 
Trenton, NJ 08611 

EPA Registration Number; 
Name of Product: 

70506·18 
Bitenthrin Technical Insecticide/Miticide 

~ 
Product Manager (03; 13) 
Insecticide Branch 
Registration Division (7505C) 

27 



• 

.......... ·-· --·- --·· - --

@UPI United Phosphorus, Inc. 

423 Riverview Plaza 
Trenton, NJ 08611 
(609) 392-8200 x 18 (phone) 
(609) 392.0808 (fox) 

Mr. George LaRocca (PM 13) 
Document Processing Desk (Final Printed Labeling) 
Office ofPestieide Programs{7504C) 
U.S. Environmental Protections Agency 
Ariel Rios Building 
1200 Pennsylvania Ave .• N.W. 
Washington, D.C. 20460 

Re: Final Printed Label 

Rebetta A. Clemmer 
Regulatory Artalrs Manager 

July 27, 2004 

Bifenthrin TechnicaJ Insecticide/Miticide (EPA Reg. No. 70506-18) 

O.ar Mr. LaRDcca: 

Enclosed for your files please find 5 copies affinal printed labeling for the subject product It 
incorpomtes changes approved by the Agency in January 2004. Because of the size and shape of 
the actual label, it has been cut to fit onto 8 ~ x 11 11 paper. 

Please contact me if you have any questions. 

Very truly yours, 

Rebecca A. Clemmer 
rclemJD<ir@upi-usa,com .. " .. • • • • • • 

••••• • • • • 
•• • • • • •• 

•• • • • .. ' 
• 

.. . • • • • 

• ••• ... ... 
• ..... 
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&EPA 
Unltod States 

Environmental Prot&ctlon Agency 

I 
EPA RegNo. 

Product Name 

ResubmiSalon In response to Agency letter dated'---- D "Me Too" Application 

D Other- Explain below D Not!flco.'Uon- Explain bel~ 

Rebocca A. CkHTmtr 

form and allattachm~nb thmto are true, ltturate and «<lllplete. 
abtement may~ ponl•bablt by nat or lmprbonmtat or 

Ju!y27,2004 
• • 

274811 

None D Rhlrictod 

• • 

. .. • 
•• 

(Stamped) 

•• . . ' ••• 
' 

• 
• 

• ••• • ... 
•••• 
' . .. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

JAN I 2 2004 

Uniled Phosphorus, Inc. 
c/o Ms. Elizabeth A. Brown, Ph.D. 
ChemReg International, LLC 
1990 Old Bridge Road, Suite 201 
Lake Ridge, VA 22!92-2383 

Dear Ms. Brown: 

SUBJECT: Amendment Adding Food/Feed Uses to Label 
Bifenthrin Technicallnsecticide/Miticide 
EPA Reg. No.: 70506-18 
Your Resubmission, Sent by Email on January 9, 2004 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

The labeling referred to above, submitted in connection with registration under the 
Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is acceptable. A stamped copy 
of the label is enclosed for your records. Please submit two copies of your final printed labeling 
before you release the product for shipment. 

lfyou have any questions regarding this action, please contact Susan Stanton of my team 
at (703) 305-5218. 

Enclosure 

Sincerely yours, 

~/~f.-
George T. LnRocca 
ProductManager(J3) 
Insecticide Branch 
Registration Division (7505C) 
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Bifenthrin Technical 
Insecticide/Miticide 

FOR FORMULATION USE ONLY 

ACTIVE INGREDIENT: 
Blfenthrfn: (2-methy1[1 , 1 '-blphenyij-3-yQ methyl 3-(2:.Chloro-3,3,3-lrifluoro--1-propenyl) 
-2,2-dlmethylcyclopropanecarboxyla!e• ................................................................................. 99.4o/o 

OTHER INGREDIENTS ......................................................................................................................... ~ 
TOTAL ............................................................................................ , .................................................. 100.00,.(, 

•cis isomers 97% minimum, trans Isomers 3% maximum. AOC PTED 
KEEP OUT OF REACH OF CHILDREN 

WARNING JAN 12 2004 

UnHed Phosphorus Inc. EPA Reg. No. 70506-1 'D'cdcr tho FDdc:rol bedL--k!o,. 
FuntL:'..do. and ItodenU~tdD !.ct. 423 Riverview Plaza EPA Est. No. as alllOildad. tc:- tho P«Jticl.b • Trenton, NJ 08611 =B~...:-;.r 

FIRST AID 
Have the product container or label wllh you when calling a polson control center or doctor, or going for 
treatment. 
If swallowed • can a polson control center or doctor Immediately for treatment advice • 

• Have person sip·a glass of water If able to swallow . 
• Do not Induce vomiting unless told to do so by a polson control canter or 

doctor. 
• Do not nlva nlve anvth!nn bv mouth to an unconscious ~mrs on • 

If inhaled • Move person to fresh air . 
• If person Is not breathing, can 911 or an ambulance, then give artlfidal 

• 
respl~!~· preferably mouth-to-mouth, If possible. 
Call a son control center or doctor for further treatment advice . 

I 
If on skin or clothing • Take off contaminated clothing . 

• Rinse skin Immediately with plenty of water for 15-20 minutes 

I • Call a noison control center or doctor for treatment advice. 
!fin eyes • Hold eye open and rfnse slowly and genUy with walerfor 15-20 minutes . 

I • Remove contact lenses, If present, after the first 5 minutes, then continue 
rinsing eye. 

• Call a-oclaon control center or doctor for treatment advice . 

FOR 24·HOUR EMERGENCY MEDICAL ASSISTANCE, CALL THE NATIONAL PESTICIDE 
INFORMATION CENTER 1-800-858·7378 

PRECAUTIONARY STATEMENTS 
Hazards to Humans (and Domestic Animals) 
Warning 
May be fatal If swallowed. Harmful If Inhaled or absorbed through the skin. Prolonged or frequently 
repeated skin conlact may cause allergic reactions in some Individuals. Causes moderate eye Irritation. 
Avoid breathing dust. Avoid contact with skin, eyes, or clothing. Remove contaminated clothing and wash 
before reuse. Wash thoroughly with soap and water after handling and before eating, drinking, or using 
tobacco. 

Environmental Hazards 
This pest~a Is Jo.xlc to fish and aquatic Invertebrates. Do not discharge effluent containing this product 
Into Jakes; ·streamS, ponds, estuaries, oceans, or public waters unless In accordance with the requirements 
of a National Pollutant Discharge Eliminations System (NPOES) permit and the permitting authority has 

Page 1 
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been noUfied In wriUng prior to discharge. Do not discharge effluent containing this product to sewer 
systems without previously notifying the sewage treatment plant authority. For guidance, conlact your State 
Water Board or Regional Offlco of the Environmental Protection Agency. 

Physical/Chemical Hazards 
Do not use or store near heat or open flame. 

DIRECTIONS FOR USE 
II Is a violation of Federal law to use this product In a manner lnconaislent wilh Hs labeling. 

This material requires further mixing before use 

Only for formulaUon Into an lnsecUclde/miUclde for 
(1) Tho following uses: 
Terrestrial Food/Food Crops: Sweet Com, Succulenl Peas and Beans, Head and Stem Brasslca 
Vegetables, Globe Artichoke, Cucurblts, Herbs, Bananas (Import only), Legume Vogelables, Cotton, Field 
Com (Grain and Silage), Popcorn, Field Com Grown for Seed, Hops, , Rapeseed, Canola, Crambe, 
Strawberries, Caneberrles, Lettuce (head), Peers, Citrus, Tomalo, Peppers (bell and non-bell), Eggplant, 
Spinach, Tree Nuts, Grapes 

Torresbial Non.food: 
Termltlclde and Soli Contact Nonfumlgatlon Treatment 
Wood Treatment and ProJection 
Outdoor Insect Control 
Ornamental plants, trees, shrubs, and vines (woody) 
ResldenUallawns 
Indoor Insect Control 
Greenhouse Grown Ornamental Trees, Shrubs, Plants, Aowers 
Non-bearing Fruit and Nut Trees 

Non-Food/Feed Areas: May bo used to manufacture end-use products for use as a spot or crack and 
crovlce trestment In non· food areas. Similar areas where Insects hide or through which Insects may enter 
can be treated. Examples of non-food areas Include: garbage rooms, lavatories, floor drains (to sewers), 
entries and vestibules, offices, locker rooms, machine rooms, boller rooms, garages, mop closets, and 
storage (after canning and bottDng). 

Food/Feed Areas: May llQl be used to manufacture products for use In food/feed areas. Do not use in food 
areas of food handling eslabllshmentu, restaurants, or other areas where food Is commercially prepared or 
processed. Do not use In serving areas while food Is exposed or facility Ia In operal!on. Serving areas are 
areas where prepared food are served such as dining rooms but excluding areas where foods may be 
prepared or held. In the home all food processing surfaces and utensils should be covered during treatment 
or thoroughly washed before use. Exposed foods should be covered or removed. Examples of food areas 
are areas for receiving, storage/packing (canning, boltllng, wrapping, boxing), preparing, edible wastes, 
storage and oncloaed processing systems (mills, dairies, edible oils, syrups). Serving areas (when food Is 
exposed and facility Is In oporaUon) also would be considered a food area. 

(2) Uses for which U.S. EPA has accepted the roqulred data and/or citation of data that tho 
formulator has submitted In support of registration; and 

(3) Uses forexporlmentat purposes thataro In compliance wtth U.S. EPA requirements. 

Formulators ualng this product are responsible for obtaining U.S. EPA registration for their 
formulated product which may be labeled for tho use patterns as found listed on this label. 
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Storage and Disposal 
Do not contaminate water, food, or feed by storage and disposal. 

PESTICIDE STORAGE 
Keep out of reach of chlldren and animals. Store In original containers only. Store In a cool, dry place and 
avoid excess heat. Carefully open containers. After partial use, replace lids and close lightly. Do not put 
concentrate or dilute material Into food or drink containers. Do not contaminate other pes\lcldes, fertilizers, 
water, food, or feed by storage or disposal. 

In case of sp111, avoid contact, Isolate area, and keep out animals and unprotected persons. Confine sp!Us. 

PESTICIDE DISPOSAL 
Pesticide wastes are loxlc. Do not contaminate water, food or reed by storage or disposal. Improper 
disposal of excess pesticide, spray mixture, or rlnsate Is a violation fo Federal taw. Dispose of excess 
waste or pesticide by use according to label directions, or contact your State Pesticide or Environmental 
Control Agency, or the Hazardous Waste representative at the nearest EPA Regional Office for guidance. 

CONTAINER DISPOSAL 

• 
Completaly empty llner by shaking end tapping sides and bottom to loosen dlnglng partldes. Empty 
residue Into appllca\lon equlpmenl Then dispose of liner In e sanitary landfill or by lnclneratlon, If allowed 
by State and local authorities. If drum Is contaminated and cannot be reused, dispose of In the same 
manner. 

FOR CHEMICAL EMERGENCY: SpHI, leak, fire, exposure, or accident, call 
CHEMTREC 1~00-424-9300 

• 
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CONDITIONS OF SALE AND LIMITATION OF WARRANTY AND LIABILITY 

United Phosphorus, Inc. warrants that at the time of delivery, this product will conform to its 
chemical description on the label, that It will pass without objection In the trade under the contract 
description, that seller will convey title hereto, and that such product will be delivered free from 
any lawful security Interest, lien or encumbrance. 

This is the only warranty made on this product UNITED PHOSPHORUS, INC. EXPRESSLY 
DISCLAIMS ANY IMPLIED WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A 
PARTICULAR PURPOSE AND, EXCEPT AS SET FORTH IN THE ABOVE PARAGRAPH, ANY 
OTHER EXPRESS OR IMPLIED WARRANTIES. BUYER ACKNOWLEDGES THE USE OF ITS 
OWN INDEPENDENT SKILL AND EXPERTISE IN THE SELECTION AND USE OF THE 
PRODUCT AND DOES NOT RELY ON ANY ORAL OR WRITTEN STATEMENTS OR 
REPRESENTATIONS. 

EPA Approved. 08/25/2003 
Revision (notification): 09/05/2003 

Draft Amendment 10/0212003, revised 01/09/2004 
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Susan: 

Elizabeth Brown 
<brown@chemreg.com 
> 

01/0912004 12:37 PM 

To: Susan Stanlon/DC/USEPNUS@EPA 
cc: "Tillman Ann (E-maiO" <atillman@upl-usa.com> 

Subji!(J: UPI Blfenthrin EPA Reg No 70506-18 

In response to your phone call of January 7, 2004, and on behalf of our client United Phosphorus 
Inc., attached please find the following revised items for the amendment to UPfs bifenthrin 
technical label (amendment originally submitted on I 0/6/03): 

draft labeling 
draft labeling with additional revisions marked as redline 
data matrix- Agency Use 
data matrix - Public File Copy 

e The certification with respect to citation of data previously filed for this amendment covers any 
changes in the data matrix; anew certification will not be filed unless you let me know 
otherwise. 

• 

Thanks very much. Please let me know if there is anything else that is needed. Would you 
please acknowledge safe receipt of this email and attachments by reply to this message? 

Regards, 
Elizabeth Anne Brown 

«20040109.Bifenthrin Technical label Amendment Food Uses.doc>> «20040109.Bifenthrin Technical 
label Amendment Food Uses.Redllne.doc» «20040109.data matrlx.blfenthln technical fOOd crops­
Agency.doc>> «20040109.data matrlx.bifenthln technical food crops- Public. doc» 

Elizabeth Anno Brown, Ph.D . 
Director, Sclentlt1c & Regulatory Affairs 
ChemReg lnte~ational 
1990 Old Bridge Rood, Suite 201 
Lake Ridge, VA 22192 

Phone: 703-492·7905 
Fax: 703-492-0668 
Emafl: brown@chemreg.com 

Legal Notice: This electronic mall and Its attachments are Intended solely for the person (s) to whom they 
are addressed and may contain Information which Is confidential or otherwise protected from disclosure, 
except for the purpose1hey are Intended to. Dissemination, distribution, or reproduction by anyone other 
than their intended recipients Is prohibited and may be illegal. If you are not an intended recipient, please 
immediately Inform the sender and send him/her back the present its attachments and destroy 

any copies which may be In your possession. 20040109.Bifenthrin Technical label Amendment Food Us 
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hours per response for reregistration 
burden estimate or any other 

<wnoer Name 

~!TED STATES ENVIRONMENTAL P~ON AGENCY 
401 M Street, S.W. 

average response 
including time for reading the instruction and completing the necessary forms. Send comments regarding the 

including suggestions for to: Director, OPPE lnfonnation Management Division (2137), 

IMKUJ Status 

)wn 

>wn 
)wn 

~ofi;;;;I.s : 
imcthOd )wo 

==~==~m~~~~::~~ [UWV"ible I CITE ALL :_Gro"p pay 
{FMC); 
Andersons Lawn Fertilizer Division, Inc. 

H~~/(~OJ0.77~JIJ~~======~~~~~~~==============H14~60085~~~.==±i~===============±.~WD~=i======~ 
~~ ; = W; 

(, g 
Signature Name and Title 

oav 
Pav 

I own 

Date 

~t:i.vJ._ ~.,J Elizabeth Anne Brown, ChemReg International, LLC 9/1712003 
Registration Agent 

EPA Form 8570-35 (9-97) Elcctromc and Paper verstons avmlable. Submtt only Paper vers10n. Agency Internal Use Copy 



~ ---------------------------

~ITED STATES ENVIRONMENTALP.ECTION AGENCY 
401 MSireet,S.W. 

Form Approved OMB No. 2070-0060 

WASHINGTON D.C. 20460 
Paperwork Reduetioa Acl Notice: The public reporting burden forth is collection ofinfonnation isestiinated to average0.25 hours per response for registration activities and 025 
hours per response for reregistration and special review activities. including time for reading the instruction and completing the necessary forms. Send comments regarding the 
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), 
U.S. Environmental Protection A en ,401 MS S.W., Washin onDC20460. Donotsendtheformtothisaddress. 

Date: September 17, 2003 

Applicant's!Registrant's Name and Address: 
United Phosphorus, Inc. 
423 Riverview Plaza 
Trento NJ 0861J 
Ingredient; Bifenthrin (PC 128825) 

UUNOI 

~ 
~ 

71-lbo 

'- ,., 

I Av;om acute oral tox;dty 
I Avian· 

~ ;. 

"'·.~ 114 ~00)-----+:1 F,;;:;,, 'C'h' y Hfe ~lc 
oacute· 

.(8 ~ 

~:~ 

~ 
' . 81-
;::; . 82-

Signature 

I Acute • 
1 Acute' 

:orte 

I 

{dermal 
Jennal 

,_rat 
i -rabbit 

\corte ; 
>0-Day 

~<Z<-<L '><'f..,~ 

DATA MATRIX 

err 

en 
CITE 

~ 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

EPA Reg NoJ File Symbol 
70506-18 
Product Bifenthrin Technical Insecticide/Miticide 

~,Scotts, 
I FMC 
I FMC, Scotts, 
I FMC, Scotts, 

I FMC 
UPI 

I 
FM' 
FM 
FMC 
FMC 

Name and Title 

Status 

l'lly 
Pay 
Pay 
'ay 
'ay 
'ay 

pay 
Own 

iwn 
Qld 
Old 
Old 
Pay 
pay 

Elizabeth Anne Brown, ChemReg International, LLC 
Registration Agem 
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Dote 
9/17/2003 

Agency Internal Use Copy 
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.NITED STATES ENVIRONMENTAL P.ECI10N AGENCY 
401 M Stree4 S.W. 

hours per response for reregistration and special review activities, the necessary forms. Send comments regarding the 
burden estimate or any 1 collection of infonnation, OPPE Infonnation Management Division (2137), 

I • oouuy "wu< MRID. Status Note 

; 1· rat pay 
).4100) Pay 

-dog Pay 
•rat Pay 

1200) -rna""' I FMC I Pay 

]I ~ ~ 
I Pav 
I Pay 

'Study I Pay 
lata 1 

~ 
I Pay 

:lther. 

I Pay 

~ 
iAI Pay 

'in ware, iAI FM Pay 
1-3 IFM Pay 
!·I I FMC I Pav 
H IMC I Pav 
-2 

E -I (875.: ; 

' 

Signature Name and Title Date 

~"""-'-~ 
Elizabeth Anne Brown, Chern Reg International, Ll.C 9/1712003 
Registration Agent 

. . 
EPA Form 8570-35 (9-97) Elcctromc and Paper vers1ons available. Submit only Paper vcrs1on . Agency Internal Use Copy 
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@ .NITED STATES ENVffiONMENTAL P~ION AGENCY 
lOMB No.: : 

I 

401 ow 
: 

'r. 211460 

hours per response ~.' in! review~:::.·.~ time 
. 'is, '02,5 response fur 1 

and completing the necessary fo,rms. Send comments regarding the 
~en estimate or • ~'.;'o;"~~=~i~tion, :204 Do not=~ 

the burden ti.i,Director, OPPE Information Management Division (2137), 

1 Date: 17,2003 !EPA I 
In 

... 
423 rnoza 

I Tren!on, NJ • 
i !(PC 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter Status Note 

132-1 (857.2100) Foliar residue dissipation CITE ALL FMC, Scotts Andersons Pa 
133-3 (875.2400, 2500) Dermal exposure CITE ALL UPI is a member of the Ag Re.entry task Own 

force; UPI is a member of the Outdoor . 
Residential Task Force 

133-4 (857.2500) Inhalation exposure CITE ALL UPl is a member of the Ag Re-entry task Own 

' 
force; UPI is a member of the Outdoor 
Residential Task Force 

201-1, 202~1 (840.1100, Spray drift and droplet size CITE ALL UPI is a member of the Spray Drift Task Own 
835.4200) Fo<ee 
171-4a Nature of residue -plants CITE ALL FMC Pay 
171-4b Nature of residue livestock CITE ALL FMC Pay 
171-4e Residue analytical method- olants CITE ALL FMC Pay 
171-4d Residue anal 'cal method animals CITE ALL FMC Pay 
17t-4e Residue storage stability CITE ALL FMC pay 

171-4j Magnitude of residues meat/milk/poultry/egg CITE ALL FMC Pa 
17I-4k Magnitude of residues field crop trials CITE ALL FMC,IR-4 Pay 
171-41 Magnitude of residues- processed commodities CITE ALL FMC Pay 
171-4m Multi-residue method CITE ALL FMC Pay 
165-1 Confined rotational ero CITE ALL FMC Pay 
165-2 Field rotational cro CITE ALL FMC Pay 

.j:>. 
0 

Signature Name and Title Date 

~~~ 
Elizabeth Anne Brown, ChemReg International, LLC 9/1712003 
Registration Agent 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Usc Copy 
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.NITED STATES ENVIRONMENTAL P.CTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Approved OMB No. 2070-0060 

Paperwork Reduetion Act Notice: The public reporting burden for this collection of information is estimated to average 025 hours per response for registration activities and 0.25 
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the 
burden estimate or any other aspect ofthis collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), 
U.S. Environmental Protection A ,401 M Street. S.W., Washin n DC 20460. Do not send the form to this address. 

Date: January9,2004 

Applicant'.s/R.egistrant's Name and Address: 
United Phosphorus, fnc. 
423 Riverview Plaza 
Trenton, NJ 0861 I 
Ingredient: Bifenthrin (PC 128825) 

Signature 

~~~ 

DATA MATRIX 

. EPA Fonn 8570-35 {9-97) ElcciTomc and Paper verseons avaelablc. Submll only Paper verseon. 

EPA Reg NoJ File Symbol 
70506-18 
Product: Bifenthrin Technical Insectieide/Miticide 

Name and Title 
Elizabeth Anne Brown, ChemReg International, LLC 
Registration Agent 

Pagelof4 

Date 
114/2004 

. Pubhc Fele Copy 



hours per response for reregistration 
burden estimate 

Signature 

~t(.u.,..~ 

.NITED STATES ENVIRONMENTAL P.CTION AGENCY. 
40 I M Street, S. W. 

per response 1 

the necessary forms. Send comments regarding the 
Director, OPPE Information Management Division (2137), 

Name and. Title Dote 
Elizabeth Anne Brown, ChemReg International, LLC 1/412004 
Registration Agent . 

EPA Form 8570~35 (9-97) Electromc and Papervers1ons ava1lable. Submit only Paper vers1on . Pubbc File Copy 



.NITED STATES ENVIRONMENTALP.CTION AGENCY 
401 M Street, S. W. 

Fonn Approved OMB No. 2070-0060 

WASHINGTON D.C. 204<>0 
Paperwork Reduction Act Noli«: The public reporting burden fOr this collection ofinfonnation is estimated to average 0.25 hours per response for registration activities and 0.25 
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the 
bW'den estimate or any other aspect of this collection of information, ineluding suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), 
U.S. Environmental Protection nc , 401 M Street, S.W. Washi DC 20460. Do not send the fonn to this address. 

Date: January 9, 2004 

Applicant's/Registrant's Name and Address: 
United Phosphorus, Inc. 
423 Riverview Plaza 
Trenton NJ 08611 
Ingredient: Bifentfuio (PC 128825} 

DATA MATRIX 

EPA Fonn 8570·35 (9·97) Electronic and Paper versions available. Submit only Paper version. 

EPA Reg NoJ File Symbol 
70506-IS 
Product: Bifenthrin Technical Insecticide/Mitit:ide 

Name and Title 
Elizabeth Anne Brown, ChemReg lmemational, LLC 
Registration Agent 

Page3 of4 

Date 
1/412004 

Public File Copy 



ft.ouss per response for reregistration 
burden estimate 

Phosphorus, Inc. 
423 Riverview Plaza 

Signature 

~~~ 
. EPA Form 8570~35 (9~97) Electromc and Paper versions available. Submit only Paper version . 

the necessary fonns. Send comments regarding the 
OPPE Information Management Division (2137), 

Name and Title Date 
Elizabeth Anne Brown, ChemReg International, LLC 1/412004 
Registration Agent 

. 
Pubhc File Copy 
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ACTJVE INGREDIENT: 

Blfenthrin Technical 
Insecticide/Miticide 

FOR FORMULATION USE ONLY 

Blfenlhrln: {2-mothyl[ 1, 1'-blphenyl}-&-y~ methyl 3-(2.-c:hloro-3,3,3·trllluoro-1 ~propenyl} .,-
·2,2-dlmethylcyclopropanecaiboxylate• ••••••..•••••••..•.• ., .................................. ., ....................... 9~.~~ / 

OTHER INGREDIENTS ........................................................................................................................ !l.li:li!'v"' 
TOTAL •• : .......................................................................................................................... : ................ 100.WA. 

·cts Isomers 9r% minimum, tmri~ Isomers 3% maximum/ 

KEEP OUT OF REACH OF CHILDREN 
WARNING 

United Phosphorus Inc. / 
423 RiVerview Plaza 
Trenton, NJ 08611 

Have the 

• control 

EPA Reg. No. 705(o/1'8 
EPA Est. No. / 

• Have person sip a glass of water II able to swallow • 
• Do oot Induce vomiting unless told to do so by a polson control cemer or 

doctor • 

• 
• 

• 
• 
• 

eyes • 

PRECAUTIONARY STATEMENTS 
Hazards to Humans (and Domestic Animals) 
Warning 

then give art~~~ 

May be fatal If swallowed. Harmful If Inhaled or absorbed through the skin. Causes moderate eye Irritation. 
Avoid breathing dust. Avoid contact with skin, ayes, or clothing. Remove contaminated clothing and wash 

-~- ..i/ -. before reuse. Wash ~ghly with soap and water.af!er ~andllng "d before eating, drinking, or using 
,r- tobacco. /ldd ~rM. Sto<S . .:!(~"''~ 

Environmental Hazards 
This pesticide Is toxic to fish and aquatic Invertebrates. Do not discharge effluent eontalnlng this produy 
Into lakes, streams, ponds, estuaries, oceans, or public waters unless In accordance with 1he requlreme 
of a National Pollutant Discharge Eliminations System (NPDES} permit and 1he permitting authority has 
been notified In writing prlor1o discharge. Do not discharge effluent containing 1his product to sewe1 

Page1 
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• 

• 

syslems without previously notifying the sewage treatmenl plant authority. For guidance, corrtact your state/ 
Water Board or Aeglonaf OffiCe of tho Environmental Protection Agency. 

Physical/Chemical Hazards / 
Do not use or store near heat or open flame. 

DIRECTIONS FOR USE / 
It Is a violation of Fedemllaw to use this product In a manner Inconsistent wllh Its labeling. 

This malarial requires further mixing before use ~ 

Tef1'H.trlal Non..food: / 
TermHiclde and Soli Contact Nonlumlgatlon Treatmenr'" ,:,-----'~~:_----
Wood Treatment and Pro~V ""' 
Outdoor Insect Control / 
Omamental plants, trees, shrubs, and vines {woody} 
ResldenUaJ Lawns o/' 
Indoor Insect Control/ 

Non· Food/Feed Areas: May be us.ed 10 manufaclura end-use products lor usa as aspol or crack and 
crevice treatment tn non... food areas. Similar areas where Insects hldo or through which Insects may entev--­
can be treated. Example& of non·food areas Include: garbage rooms. lavatories, floor drains {to sewers), 
entries and vestibules, offices, locker rooms, machine rooms, boller rooms, garages, mop closets, and 
storage (after canning and bottling). 

Food/Feed Areas: May mt be used to manufacture products for use In loodlfaed eraas. Do not usa In food 
areas of food handling establlshmBnts, restaurants, oiOther areas wlloro food Is commercially prepared or 
processed. Do not use In serving areas whUa food Is exposed or facility Is In ope mUon. Serving areas are 

~ areas where prepared food are served such as dining rooms but excluding areas where foods may be . _.....,.­
prepared or held. In I he home all food processing surfaces and ulansBs should be covered during treatmenv 
or thoroughly washed before usa. Exposed foods should be covered or removed. Examples of food aroas 
are areas for roceMng, store{101packlng (canning, bottling, wrapping, boxing), preparing, edible wastes, 
storage and enclosed processing systems (mills, dairies, edible oils, syrups}. Serving areas (when food Is 
exposed and facility Is In operation) also would be considered a food aroa. 

(2) UIH for which U.S. EPA has accepted tha required data and/or citation of data that~ 
formulator has submitted In support of teglstration;·and 

(3) Usee for experimental purposes that ere In compllane<~ with u.s. EPA requirements. ~ 
Fonnulators using this product are reeponslble for obtaining U.S. EPA registration for their / 
formulated product which may b& labeled for the use pattoma u found listed on this label. 

Page2 

46 



/ 

storage and Disposal / Do not contaminate water, food, or feed by storage and disposal. 

PESTICIDE STORAGE / Keep out of reach of children and animals, Store In original containers only. Store In a cool, dry place a~'V 
avold excess heat C~refuDy open containers. After partial use, replace lids and close tightly. Do not put 
concentrate or dilute material Into food br drink containers. Do not contaminate other pesticides, fertilizers, __ m ___ m__ ~ 

In case of spl!!, avoid contact, Isolate area, and.keep out animals and unproJected persons. Coniine s Is. 

PESTICIDE DISPOSAL 
Pesticide wastes are toxic. Do not contaminate Water, food or feed by storage or disposal. 'lmprope~ 
disposal of excess pesticide, spray mixture, or rlnsate Is a v!olatton fo Federal law. Dispose of excess 
waste or pesticide by. use according to label direcUons, or contact your State Pesticide or Envlronm a! 
Control Agency, or the Hazardous Waste representative at the nearest EPA r;l:eglonat Office for guidance, 

• 
CONTAINER DISPOSAL ~ 
Completely empty nner by shaking and tapping sides and bottom to loosen clinging particles. Emp 
residue Into application equipment. Then dispose of liner In a sanitary landfl!! or by lnc!nemllon, If a owed • by State and local authorities. If drum Is contaminated and cannot ba reused, dispose of In the same 
mannar. 

/ 

I 

FOR CHEMICAL EMERGENCY: Spill, le~ fire, exposure, or accldent,/all 
CHEMTREC 1-800-424-9300 

• 

Page3 
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• 

CONDmONS OF SALE AND UMITATION OF WARRANTY AND UABILITY 

United Phosphorus, Inc. warrants that at the time of deflvery, this product will conform to Its 
chemical description on the label •. that It will pass without objection In the trade under the contract 
description, that seller will convoy title hereto, and that such product will be delivered free from 
any lawful security Interest, lien or encumbrance. 

This Is the only warranty made on this product. UNITED PHOSPHORUS, INC. EXPRESSLY 
DISCLAIMS ANY IMPLIED WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A 
PARTICULAR PURPOSE AND, EXCEPT AS SET FORTH IN THE ABOVE PARAGRAPH, ANY 
OTHER EXPRESS OR IMPLIED WARRANTIES. BUYER ACKNOWLEDGES THE USE OF ITS 
OWN INDEPENDENT SKill. AND EXPERTISE IN THE SELECTION AND USE OF THE 
PRODUCT AND DOES NOT RELY ON ANY ORAL OR WRmEN STATEMENTS OR 
REPRESENTATIONS. 

Page4 

EPA Approved. 08125/2003 
Revision (notification): 09/0512003 

Dmft Amendment: 10102/2003 
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I o5-31·0B 

&EPA 
United States 

Environmental Protection Agency 
X Amendment 

- Other 

'Nwnb'" 

~:::·_,1 
United Phosphorus, Inc. 
423 fllvervlew Plaza 
TI1J!IIon. NJ 08611 

n Check If lhls Is s new address 

il:J 

• COOOJ 

O Rosubm!Mion In response to Agency letter dated 

Nollfk:a.tlon- Explain bolow 

Yon 
-No 

oe<;rt•7caUon muat 
be submitted 

' 
Yon 

1- No 

Uol;e;~;,.""' 

I D ConiBloo< 

~~ ~-· Ros~oo 
I ~){1), slmi~/orldontlea11n composition and!fl'~~~~~~ to: ·-•ou 

EPA Reg No. _J<271!9el-3!ll0>l55L.. ________ _ 

Product Name Bllen\hrin Techn!callnsectlckle/Mitlck:le 

1-11 

U Aaencv letter dated 
~ "Me Too- Application 

O Other- Explain b&low 

>to 

·~· 

1111 

F Yos 
. ,Yp?' 

1- No 
I-I ;;",:'"' r: Gl..,. 

No,_.., ... wgl No._.., ,.,,, 
container container t: Other (Speclly) 

4. I.,. I I 

IR 
LJ 

,LlC 

6. Dole, 

1 
! cer1ll'y thatthetmtemmlll I hare made on th15 fonn and all attacluneots tbercto are true. accurate and complete. 

1 ~' or mldeadlngstnl.emenl may be punishable by rtne or lmprisonmtnt or 

~ I ~~eg lntemaliOnal, LLC 
r'~a&u:!.U~ ~ AulhorlzodAgont 

1•· Typ00Namo 

Btzabolh Anne Brown 

EPA. 

I'· Dolo 
October 6, 2003 :~: : ,. 

I ·:: . 

C'Y>'l'~o<i) 
• 

••• ' •••• 
• 

••• • • •••t-. ... 
. 

•••• • •• • • 
• • •• •• 
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FMm, OOMBNo, 

.......... UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

~..~ 401 M STFJEET, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: Tho public roport1ng bufdenJor this collection of Information Is estimated to average t.25 hours per response for 
roglstratlon and 0.25 hours per response for reregistration and spec!nl roviow actlvltisa,lncluding tlmo lor reading the Instructions and completing !he 
necessary fo!ll1S. Send comments regarding burden esllmalo or any other aspect of thl$ collection of Information, Including suggestions for reducing the 
~:~

1
to: Director, OPP: :::~lion :ogement Division (2t37), U.S. Envlronrmm!al Proloctlon Agency, 40t M Stroot, S.W., Washlnglon, DC 

of Data 

Appllcant's/Regl$tmnt's Nama, Address, and Telephone Number EPA Registration Number/File Symbol 
United Phosphoru!l, Inc. 70506-18 

423 RJ~~1w Plaza 
Trenton, 

• A.!!"vo ~"·· "'"' 
General Use I Part 158) Product Nama 

,lodoo,, 

~I~"' prod"" 
I 

~or all the same uses on your Iobel, you do no! need 

D I am responding to a Oata·Cllll·ln No!lco, and have Included with this form a list of companies sent offers of compenslll.lon (the Data Matrix fonn 
should b& used for this purpoae). 

"' • mothod <mM 

D 1 am using tho cite-all method of support, and have lncluded l'tith 
~ 

I am using the aelectlve method of support (or Cite-all option 
this fom1 a 6st of companlesslltll offers of compensation (the Data under method), and have Included with this form 
Matrix form should be used forthls purpose) • data requirements (tho Data Matrix form 

m"'l ,o-,;;;;,;;~ 

"' 
(Required If using tho cite-ell method, or when using the cite-all option under the seleCtive method to satisfy one or more data requirements) 

fXl I hereby offer and agree to pay compensation, 10 other persons, with regaTJf to the approval of this appHcatlon, to tha extent required by AFRA 

' "'' -; I ; a.idiu<m~~ '""I"' lo 

;·~, ','r' I 

'"' ~· ' olldota lol 
I '"~,~:~).lsa' I l'lm"'" I ,_, " of lhlo opplloalloo n ' regiStration of a product of 

"'"'· 
I certify that for each exclusive use study Cited In support of this r&glttlmtlon or rorog!Dtration, that! am the Original data eubmltter or that t have 

obtained the written permission of the original data submlllcd to cite that s!udy. 

1 certify that for each sludy cited ln eupport of this rogistraHon or reregistration that Is no! an oxclusivo use S!udy, either: (a) 1 am tho Ollglnal data 
submitter; (b) 1 have obtained tho pem~lsslon of the original data submltler louse tho studyln support of this application; (c) 1111 periods of eligibility for 
compenaation have expired for the study; (d) tho study Is In the public literature; or {e) 1 have notified In writing the company that submitted tho study and 
have offered (I) to pay compensation to the extant required by secUons 3{c)(t)(F) and/or 3(c)(2)(BJ of AFRA; and (II) to commenca nego!latloos to 
ds!ennlne the amount and tonns of compensation, 11 any, to b& paid for tho use of tho s!udy. 

I certify thatln all Instances where an offer of compensation Is required, copies of all offers to pay compensation and evidence of their delivery In 
accoroanco with sections 3(c)(1 )(F) and/or 3(c)(2)(B) of AFRAaro available and will b& submitted lo the Agency upon request Should Ifni! to produce 
such evidence to tho Agency upon request, I understand that the Agency meylnltloto octlon to deny, cancel or suspend tho roglstrallon of my product In 
confonn!ty with AFRA. 

I C*rtlfythat tho statomonta I have made on thla form and all attachments to lt ere true, accurate, and complete. !acknowledge that any 
knowingly false or mltlaadlng atatamant may be punlahablo by fino or Imprisonment of both undor applleablo law . 

ti..-1~ 
• ~06,2003 ~~~~~~~or 

',.,. 

,~ .. ,. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

O<:tober 10, 2003 
OFFJCEOF 

PREVENTION, PESTICJDE.S AND 
TOXlC SUBSTANCES 

ELIZABETH ANNE BROWN 
UNITED PHOSPHORUS INC 
423 RNERVIEW PLAZA 
TRENTON, NJ 08611 

PRODUCT NAME: BIFENTHRIN TECHNICAL INSECTICIDE/MITICIDE 
COMPANY NAME: UNITED PHOSPHORUS INC 
EPA FILE SYMBOL: 70506-18 
EPA RECEIPT DATE: 10/06/03 

SUBJECT: RECEIPT OF AMENDMENT 

DEAR REGISTRANT:. 

"The Office ofPesticide Programs has receiv'ed your application for an amendment and it 
has passed an administrative screen for completeness. 

During the initial screen we determined that Ute application appears to qualifY for fast 
track review. The package will now be forwarded to the Product Manager for review to 
determine its acceptabilitY fOr fast track status. · 

If you have any questions, please contact Registration Division, Risk Management Team 
3, at (703) 305-6788. 

Sincerely, 

Front End Processing Staff 
Information Services Branch 
Infonnation Resources and Services Division 
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Fonn Approved OMB No. 2070-0060 
... ITED S'J:ATES ENVIRONMENTAL P~ON AGENCY 
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WASHINGTON,D.C. ~ 
Paperwork Reductioa ACt Notfce: The public reporting bwden for this collection of infonnation is estimated to average 0.25 bouts per response for registration activities and 0.25 
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U.S. Environmental Protection Ac.enr:v, 401 M Street. S.W •• Wasbi.D"ton DC 20460. Do not send the form to this address. 

Date: September 17,2003 

Applicant'!:\/Registrant's Name and Address: 
United Phosphorus, Inc. 
423 Riverview Plaza 
Trenton, NJ 08611 
Ingredient: Bifenthrin (PC 128825) 
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Fonn Approved OMB No. 2070..0060 

Paperwork Reduction Act Notice: The public reporting burdeo for this collection of information is estimated to average 0.25 hours per re.'ipOOSC for registration activities and 0.25 
hours per response for reregistration and special review activities, including time for reading the instruction and completing tbe necessary forms._ Send comments Cegim:ling lhe 
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U.S. Environmental Protection Agency, 401 M Street. S.W., Washington DC 20460. Do not send the form to this address. 
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.ITED STATES ENVIRONMENTAL P~ION AGENCY 
401 M Street, S.W. 

WASHINGTON. D.C. 20460 

Form Approved OMB No. 2070·0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for n:gislration activities and 0.25 ~'­
hours per response for reregistration and special review activities, inciuding time for reading the in.<>truction and completing the necessary forms. Send comments regarding the 
burden estimate or any other aspect of this collection of infonnation, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), 
U.S. Environmental Protection A nc , 401 M Street, S.W., Washin ton DC 20460. Do not send the fomt to this address. 

Date: September 17,2003 
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United Phosphorus, Inc. 
423 Riverview Plaza 
Trenton, NJ 08611 
Ingredient: Bifenthrin (PC 128825) 
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~}•'""-'~~ 

DATA MATRIX 
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Eli:r..abeth Anne Brown, ChemRcg lmcmational, LLC 9/17/2003 
Registration Agent 
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Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration activities and 0.25 111 

hours per response for reregistration and special review activities, including time for reading the Instruction and completing the necessary forms. Send conunents regarding the 
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Applicant's/Rc,gislrant's Name and Address: 
Uni!ed Pho.<tphorus, Inc. 
423 Riverview Plll7.a 
Trenton, NJ 08611 
ingredient: Bifen!hrin (PC 128825) 
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Form Approved OMB No. 2070-0060 
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WASHINGTON, D.C. 211460 
Paperwork Reduction Act Notice: The public reporting .burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 
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401 M Stree~S.W. 1111111' 
WASIIlNGTON,D.C. 20460 

Paperwork Reduction Ad Notke: The public reporting burden for this collection of infonnation is estimated to average 0.25 hour5 per~nse for registration activities and 0.25 "' 
hours per response for rercgistrntioo and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the 
burden estimate or any other aspect of this collection of information, including suggestions for reducing rhe burden to: Director, OPPE Information Management Division (2137), 
U.S. Environmental Protection A nc .401 M Street. S.W .. Washin DC20460. Do nor. send the fonn to this address. 

Date: September 17,2003 
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1990 OLD BRIDGE ROAD, SUITE 201 
LAKE RIDGE, VIRGINIA 22192•2383 

DIRBCI': 703·492·7905 
MAIN: 703-492-o445 
Fax: 703-492-{)668 

E-MAIL; brown@chemreg.com 
WBBSrrns: www.chemreg.com 

www.pestlcide.net 

ELIZABETH A. BROWN, PH.D. 

September 5, 2003 

Document Processing Desk (NOTIF) 
Office of Pesticide Progrnrns (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-450 I 

Attention: Ms. Sherada Hobgood 

Re: Notification of Other Labeling Revisions. Bifenthrin Technical Insecticide/Miticide, 
EPA Reg. No. 70506-18 

Dear Sherada: 

On behalf of our client, United Phosphorus, Inc., we are notifying for a change in the 
medical emergency contact phone number and the .Y~arranty statement for the above product. 
This submission is under the notification procedure, as identified in PR Notice 98-10. 

As required by PR Notice 98-10 for notifications, enclosed please find the following: 
I. Application Fonn (8570-1) 
2. One copy of the protiuct labeling with changes highlighted. 

Please let me know if you have any questions about the enclosed items. 

Regards, 

~, .. ..,tt.v_..~ 
Elizabeth Anne Brown 

cc: United Phosphorus, Inc. 

CONSULTANTS TO SUCCESS"' 

•• •• •• • • • • • 
•• • ••• • • •• 
••••• • • ••••• 

• ••• • • •••• 
• •• • • • •••• 

• 
•••• • • •••• 
• ••• • •• •• • 

• 
•••• • • •••• 
• • • • • •• •• 

Over One Hundred and Fifty Years of Combined Experience Assisting Chemical, Pesticide, 
Bio~Chemieal and Life Science Companies on a Wide Range of Issues, Including Regulatory 
Strategies, Registration, Data Support nnd Compensation, Quality Assurance, Study Des~ 

and ScientifieMatters. 07 



1990 OLD BRIDGE ROAD, SUITE 201 
LAKE RIDGE, VIRGINIA 22192·2383 

Dm.ncr: 703·492.~7905 
MAIN: 703~492..0445 
Fax: 703~492...0668 

EUZABI!THA. BROWN, PH.D. 

Document Processing Desk (AMEND) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall2 
1921 Jefferson Davis Highway 

E--MAIL: brown@chemreg.com 
wnnSJTBS: www.chemreg.com 

www.pesticlde.net 

October 6, 2003 

• Arlington, VA 22202-4501 

• 

Attention: Mr. George LaRocca (PM 13) 

Re: Application for Label Amendment Bifenthrin Technicallnsecticide!Miticide, EPA Reg. 
No. 70506-18 

Dear George: 

On behalf of our client, United Phosphorus, lnc., enclosed please find an application to 
amend the label for the above product This amendrrient is to add food crop uses, identical to 
those registered for tlte substantially similar product EPA Reg. No. 279-3055 (approval date 
5ni2003). 

Enclosed with this application please fmd; 
I. EPA Form 8570-1, Application 
2. EPA Form 8570-34, Certification witlt Respect to Citation of Datu 
3. EPA Form 8570-34, Public File and Agency Use copies 
4. Five (5) copies of the amended labeling, with one copy highlighted to show the 

changes, 

Please let me know if you have any questions or if anything funher is needed. 

Elizabeth Anne Brown 

cc: United Phosphorus, Inc. 
•••••• • • • • • 
•••••• • • •• 
••••• 

• • •••••• • 
•••• • • •••• 

• 
• ••• • • • ••• 
•••• • •• • 

• • • 
CONSULTANISTOSUCC~ ••••• •••• 

• • Over One Hundred and Fifty Years of Combined Experience Assisting Chemical, Pesti<!ftM, 
Bio-Chemical and Life Science Companies on a Wide Range of Issues, Including Regu)Jft~ 
Strategies, Registration, Data Support and Compensation, Quality Assurance, Study DM • 

and Scientific Matters. 
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1990 OLD BRIDGE ROAD, SUITE 201 
LAKE RIDGn, VIRGINIA 22192-2383 

DIRECT: 703-492"7905 
MAIN: 703-492"0445 
Fax: 703-492-0668 

ELIZABETH A. BROWN, PH.D. 

Document Processing Desk 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

Attention: Mr. George LaRocca (PM 13) 

Re: Final Printed Labeling 

E-MAIL: brown@chemreg.com 
WRnSrrns= www.cbemreg.com 

www.pesticlde.net 

Bifenthrin Technical Insecticide/Miticide; EPA Reg. No. 70506-18 

Dear George: 

On behalf of our clien~ United Phosphorus, Inc., enclosed please find 3 copies of the final 
printed labeling for the above produc4 per the notice. of registration dated August 25, 2003. 
Please let me know if you have any questions. 

Regards, 

• ~~dwmJ 
Elizabeth Anne Brown 

cc: United Phosphorus, Inc. 

CONSULTANTS TO SUCCESS"' 

• • •••••• • 
•••• • • •••• 

• 
• • •••••• 
•••• • • • .. . 

Over One Hundred and Fifty Years of Combined Experience Assisting Chemical, P~s 'Cldc, 
Bio-Chemical and IJfe Science Companies on a Wide Range of Issues, Including R ~tPrY 
Strategies, Registration, Data Support and Compensation, Quality Assurance, Study es\sJ! 

and Scientific Matters. • •. •, :{ 2 
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•••••• • • .. 
••••• • • ••••• 
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ACTIVE INGREDIENT: 

Bifenthrin Technical 
Insecticide/Miticide 

FOR FORMULATION USE ONLY 

Bifanthrin: (2-mathy\[1 , 1 '-bfpheny\]-3-yl) methyl 3-(2-chtoro-3,3,3-trlfluoro·1·propanyl) 
-2,2-dlmethylcyclopropanecarboxylate• ................................................................................. 99.4°/o 

OTHER INGREDIENTS ........................................................................................................................ ~ 
TOTAL •.... , ........................................................................................................................................ 100.0% 

•c1s isomers 97% minimum, trans Isomers 3% maximum. 

KEEP OUT OF REACH OF CHILDREN 
WARNING 

United Phosphorus Inc. 
423 Riverview Plaza 
Trenton, NJ 08611 

FIRST AID 

EPA Rag. No. 70506·18 
EPA Est. No. 

Have the product container or label with you when calling a polson control center or doctor, or going for 
treatment. 
II swallowed • 

• 
• 

• 
I !Inhaled • 

• 
• 

If on skin or clothing • 
• 
• 

llln eyes • 

• 

Call a polson control center or doctor immediately for treatment advice • 
Have person sip a glass of water II able to swallow • 
Do no1lnduce vomiting unless told to do so by a polson control center or 
doctor. 
Do not alva give anvthlnn by mouth to an unconscious arson • 
Move person to frosh air . 
11 person Is not breathing, call 911 or an ambulance, than give artificial 
resplratlo.n, preferably mouth·lo·mouth, If possible. 
Call a OOJSOn control canter or doc:tor for further treatment advloo • 
Take off contaminated clothing . 
Rinse skln Immediately with plenty of water for 15·20 minutes 
Call a ooison control center or doctor lor treatment advice . 
Hold eye open and rinse slowly and gently wilh water for 15-20 minutes • 
Remove contact lenses, If present, alter the first 5 minutes, then continue 
rinsing eye. 
Cell a-poison control canter or doctor lor treatment advice • 

• • • •••• PRECAUTIONARY STATEMENTS ...... • 
Hazards to Humans (and Domestic Animals) : • : .... • • 
Warning ''"'' '"' 
May bo lata! II swallowed. Hermfullf Inhaled or absorbed through the skin. Causes moderat69}0 lrritat!oo.• • • 
Avoid breathing dust. Avoid contact with skin, eyes, or clothing. Remove contaminated clethiAf and weiltl-' : 
before reuse. Wash thoroughly with soap and water after handling and before aaUng, driniOOlJ, •' using • 
tobacco. •••• 

Environmental Hazards 
• • •••• 
• • • • • 

This pesticide is toxic to fish and aquatic invertebrates. Do not discharge ellluent containing this product" " 
Into lakes, streams, ponds, estuaries, oceans, or public waters unless In accordanca with the requlraments 
of a National Pollutant Discharge EllmlnaUons System (NPDES) permit end the permitting authority has 
bean notified In writing prior to discharge. Do not discharge affluent con1alnlng this product to sewer 
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• 

systems without previously notifying the sewage trealmenl plant authority. For guidance, contact your State 
Water Board or Regional Office of the Environ menial Protection Agency. 

PhyslcaVChemlcal Hazards 
Do not use or store near heat or open flame. 

DIRECTIONS FOR USE 
It Is a viola lion of Federal law to use this product In a manner Inconsistent with Its labeling. 

Thls material requires further mixing before use 

Only for formulation Into en·in&&ettcld~ltJclde for 

Terrestrial Non·Food: 
Termltlclde and Soli Contact Nonfumigation Treelmenl 
Wood Treatment and Protection 
Ouldoor Insect control 
Ornamental plants, trees, shrubs, and vinee (woody) 
Residential Lawns 
Indoor lnaacl Conlro! 

Non·FoodiFecd Areas: May be used to manufacture end·use products for usa es a spot or crack and 
crevlce-trealment Jn non·food areas. Similar areas where Insects hide or through which !nsecls may enter 
can be treated. Examples of non .food areas include: garbage rooms, lavatories, floor drains (to sewers), 
entries and vostlbules, otnces, locker rooms, machine rooms, bol!er rooms, garages, mop closets, and 
storage {after canning and bottling). 

Food/Feed Areas: May il2l be used to manufacture products for use In food/reed areas. Do not use in food 
areas-of food handling establishments, restaurants, or other areas where food Is commercially prepared or 
processed. Do not use In serving llre<!S while food Is exposed or fec!llly Is In operation. SoNing areas are 
areas Where prepared food are served such as dining rooms but excluding areas where foods may be 
prepared or held. In the home all food processing surfaces and utensils should be covered during treatment 
or thoroughly washed before use. Exposed foods should be covered or removed. Examples of food areas 
are areas for receiving, atoragelpack!ng {canning, bo!Uing, wrapptng, boxing), preparing, edible wastes, 
storage and enclosed processing systams (mills, dairies, edible oils, syrups), Serving areas (when food is 
exposed and fac!hty Is In operation) also would be considered a food area. 

{2) Uses for which U.S. EPA has accepted the required data ancVor cltaUon of data that tho 
formulator has submitted In support of raglstraUon; and e (3} Uses for experimental purpooos that aro In compliance with U.S. EPA requirements. 

Formulators using this product aro responsible for obtaining U.S. EPA registration for their 
formulated product which may be labeled for the use patterns as found listed on this label. 
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Storage and Disposal 
Do not contaminate water, food, or feed by storage and disposal. -

PESTICIDE STORAGE 
Keep out ol reach of children and animals. Store In original containers only. Store In a coot, dry place and 
avoid excess heat. Carefully open containers. After partial use, replace lids and close Ughlly. Do not put 
concentrate or dilute matoriallnto food or drink containers. Do not contaminate other pesticides, fertilizers, 
water, food, or feed by storage or disposal. 

In case of spill, avoid contact, Isolate area, and keep out animals and unprotected persons. Confine splits. 

PESTICIDE DISPOSAL 
Pesticide wastes ere toxic, Do not contaminate Water, food or feed by storage or disposal. Improper 
dtsposet of excess pesticide, spray mixture, or rlnsate Is a violation fo Federal law. Dispose of excess 
waste or pesticide by usa according to label dlrecUons, or contact your State Pesticide or Environmental 
Control Agency, or the Hazardous Wasta representative at the nearast EPA Regional Office for guidance. 

CONTAINER DISPOSAL 
Completely empty liner by shaking and tapping sides and bottom to loosen clinging particles. Empty 
residua Into appllcallon equipment. Then dispose of nner In a sanitary landfill or by Incineration, if allowed 
by State and local authorities. If drum is contaminated and canhol be reused, dispose of In the same 
manner. 

. 

FOR CHEMICAL EMERGENCY: Spill, teak, lire, exposure, or accident, call 
CHEMTAEC 1-800424-9300 
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CONDmONS OF SALE AND UMITATION OF WARRANTY AND LIABILITY 
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U.S. ENVIRONMENTAL PROTECTION AOENCY EPA Res. Nwnbtt: Oat~ orlnw.nc:e: 

~ ...... ~ 
Office orPt$litl&: ~ 

705()6..18 AUG 2 5 2003 RqbtnliO!I Dlvislotl (7505C) ts) 1200 r-)1.-ni• Aw. N.W. 
Wuhington. D.C.l0004 

,;:7 
Termor~: Conditional 

NOTICE OF PESTICIDE: 
..lL Registration N..- or l'atiel&: Prodvc:t: 

{WidnflFRA.u~) _ Reregistration Bifenthrin Technical 
Insecticide/Miticide 

N11na and Addrn• ol Rflgl1tr1nt !include ZIP Cod•l: 

United Phosphorus, Inc. 
423 Riverview Plaza 
Trenton, NJ 08611 

Notr. a..t~;es in bbeline; 4iffaii'IJ ill ~ rrom that KUpUd iA ~ 11-ilh this ~U001 mlm ~submitted to l!ld ~ by the ~wation Division 
prior tQ 1,1$(' otii>C! Woe~ in comi!ICf'l;e. Ia iUIY ~ on this pruclvct always ~rer to the •bow: EPA ~JU!rnion number. 

On the bam otinronndion tumi~ by the ~ the &bow: !111M<! pestieidl: ;, hereby Rg!Jicmll~rqisten:d undtt the fedaalln:$«1ieide, F~.mpeide and RO<kntiti&: 
> - ! A«. 

Rqirlration is in no way 10 be coratnxld u an ~or =mrncadaliOII of !his produel by the: AlftiCY. In orokr 10 proiCCt lmllh l!ld the mvlrcnmcnt, the: 
Acini~. 011 bil motion, (Ill.)' u. lillY tinlc NfllCIId or an«l the rqistn.tiC!II or • Jl¢$lil:lde in ~ wilh the An The aeeeptMct or any name in to~~MCtion wilh 
the rqiS!lllion oh produd Ulldtr this Act Is not to be «<I!StnnCd u ;ivins the ~snuam • ri&f!tto t:JCelusive uw or the: narm: or to ltJ ust lrh has been covrred by othm. 

This product is conditionally registered in accordance with F1FRA sec. 3( c)(7)(A), subject to the 
following provisions: -

I. You must submit and/or cite all data required for registration/reregistration of your product 
under FIFRA sec. 3( cXS) when the Agency requires all registrants of similar products to submit 
such data; and submit acceptable responses required for reregistration of you product under 
FIFRA section 4. 

2. You have applied for the registration of a product containing the active ingredient bifenthrin. 
The Agency has recently conditioned the original registration of which you are a follow-on with 
a new data requirement. A copy of EPA's letter, dnted May 7, 2003, notifying FMC 
Corporation of the new data requirement is enclosed. As stated in paragraph 1, this registration 
will also be conditioned with that data requirement. Accordingly, you must take steps to ensure 
that these required data are submitted. The steps could include generating and submitting the 
data yourself, or you may offer to share with other registrants the cost of conducting testing. 

The data requirement being imposed on this registration is as follows: 

J.:-;~~--- t:-,, -r. L~A?~I!c ... 
Dlte: 

AUG 25 2003 

EPAFcnnl~ 



. 
' ' ' 

• 

• 

,, '·- ' -· --··· ··.·-·--- " --- - ------------ --- --~----~--

. 
ACCEPTED 

with COIIIME 
In EPA Letter D 

NT8 
atedJ 

Blfenthrln Technical PlJ6 25 2003 
Insecticide/Miticide -lholi'edual 

~~for tho 

Iusoetldde, 
~Ael, 

F~ FOR FORMULATION USE ONLY 

:!:7e~!~ ACTIVE INGREDIENT: 
Blfenthrfn: (2·methyl{1,1 '-biphenyij-3-yl) melhyl 3-(2-chloro-3,3,3·trfftuoro-1·propenyl) 
·2.2·dlmethylcyclopropanecarboxylale· ................................................................................. 99.4" 

OTHER INGREDIENTS .........•...•...............••.•.....•...••••.....•...........•.•...•.........•.......•................................ 
TOTAL .............................................................................................................................................. 100.0~ 

•cJs Isomers 97% minimum, trans Isomers 3% maximum. 

KEEP OUT OF REACH OF CHILDREN 
WARNING 

United Phosphorus Inc. EPA Reg. No. 70500. 
423 Riverview Plaza EPA Est. No . 
Trenlon, NJ 08611 

FIRST AID 
Have the product container or label wllh you when calling a polson control cenJer or doclor, or going for 
treatment. 
If swaUowed • can a poiSon control center or doctor Immediately for treatment advice . 

• Have person sip a glass of water If able to swallow • 
• Do not Induce vomlllng unless told to_ do so by a polson control center or . 

doctor. 
• Do not alva a!Ve anvthlna bv mouth to an unconsdous oerson • 

If Inhaled • Move person to fresh air • 
• If person Is not breathing, call911 or an ambulance, then give artificial 

respiration, preferably moulh-to-mouth, If possible. 
• Call a Mlson control center or doctor for furthertroalment advice • 

If on skin or clothing • Take off contaminated ~lothlng • 
• Rinse skin Immediately with plenty of water for 15-20 minutes 
• CaU a oolson control canter ordoclor for lreatment advice • 

If in eyes • Hold eye open and rinse slowly end genlly with water for 15-20 mlnules. 
Remove contact lonses,lf present, after the first 5 minutes, then continue 
rinsing eye. 

• Call a-ocilson control center or doctor fortreelment advice . 

FOR 24-HOUR EMERGENCY MEDICAL ASSISTANCE, CALL 
CHEMTREC 1-80D-424-9300 

PRECAUTIONARY STATEMENTS 
Hazards to Humans (and Domestic Animals) •••• • • •••• Warning 
May be falallf swallowed. Harmful If Inhaled or absorbed through the skin. Causes moderate eye lrrltano ••• n, • • • h ••• Avoid breathing dust. Avoid conlact with skin, eyes, or clothing. Remove contamlnaled clothing and was 
before reuse. Wash thoroughly with soap and waler after handling and before eating, drinking, 4r-dllr'll 
tobacco. • • 

• ••••• • • 
Environmental Hazards •• 
This pesticide Is toxic to fish and aquatic lnvertebrales. Do no! discharge enluent conlalning this• ~*~ 
into lakes, streams, ponds, esluerles, oceans, or publk: waters unless In accordance wllh the reQu remen 
oJ. a National Pollulant Discharge Eliminations System (NPDES) permit and the permitting authority has 
been notlfled In wrlllng prior to discharge. Do not discharge elfluenl containing this product to sewer 
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Syslems Without previously noUfying the sewage treatment plant authority. For guidance, contacl your Slate 
Water Board or Regional Office of the Environmental ProJection Agency. 

PhysicaVChemlcal Hazards 
Do no! use or slore near heat or open flame. 

DIRECTIONS FOR USE 
It Is a violation of Federal law to use this product In a manner lnconslslenl with Its labeling. 

This material requires further mixing before use 

Only for formulation Into an lnaocUoidelmiUcldo for 

Terrestrial Non~Food: 
Torml!lclde (and SoU Contact Nonfumlgallon Treatmenl 
Wood Treatment and Protection 
Outdoor Insect Control 
Ornamental plants, trees, shrubs, an'd vlna-s (woody) 
Resldenllal Lawns 
Indoor Insect Control 

Non~Food/Feed Areas: May be used to manufacture end-use products lor use as a spot or crack and 
crevice treatment In non~food areas. Similar areas where Insects hide or through which Insects may enter 
can be trealed. Examples of non-food areas Include: garbage rooms, lavalories, floor drains (to sewers), 
enlries and vestibules, offk:es, locker rooms, machine rooms, boiler rooms, garages, mop closets, and 
storage (after canning and boWing). 

Food/Feed Areaa: MaY 1lQ.t be used to manufacture products for uso In food/feed areas. Do no! use In food 
areas of food handling estabHshments, restaurants, or other areas Where food Is commercially prepared or 
processed. Do not use In serving areas while food Is exposed or fac!Rty Is In operotlon. Serving areas are 
areas Where prepared food are served such as dining rooms but excluding areas where fOOds may be 
prepared or held. In the home aU food processing surfaces and ulensUs should be covered during treatment 
or lhoroughly washed belore use, Exposed foods should be covered or removed. Examples of food areas 
are areas f6r receiVIng, storage/packing (canning, botUing, WraRJ:Ing, boxing), preparing, edlble wastes, 
slorage and enclosed processing systems (mills, dairies, edible oils. syrups). Serving areas (when food Is 
exposed and facility Is In operation} also would be considered a food area. 

(2) Uses for which U.S. EPA has accepted the required data and! or citation of data that the 
formulator has submitted In support of registration; and 

(3) Uaosior experimental purpoBGs that ara In compliance with U.S. EPA rel:jUiromonts. 

Formulators using this product are responsible for obtaining u.s. EPA registration forthefr 
formulated product which may be labeled for the use patterns as found listed on this label. 
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Storage and Disposal 
Do not contaminate water, food, or feed by storage and disposal. 

PESTICIDE STORAGE 
Keep out of. reach of children and animals. Store In original containers only. Store In a cool, dry place and 
avoid excess heat.' CarefuiTy open contain· era. After partial use, replace lids and close tightly. Do not put 
concentrate or dlJute material into food Or drink conlalnors. Do not contaminate other pesticides, fertilizers, 
water, food, or feed by storage or disposal. 

In case of spill, avoid contact, Isolate area, and keep out animals and unprotected persons. Confine spills. 

PESTICIDE DISPOSAL 
Pesticide wastes are toxic. Do not contaminate water, food orfaed by storage or disposal. Improper 
disposal of excess pestlclda, spray mixture, orrlnsate Is a violation fo Faderallew. Dispose of excess 
wasle orpestk:Jde by use according to label directions, or coni act your State Pesticide or Environmental 
Control Agency, or the Hazardous Waste representative al the nearest EPA Reglonet Office for guidance. 

CONTAINER DISPOSAL 
Completely empty nnerby shaking and tapping aides and bottom to loosen clinging particles. Empty 
residua Into application equipment. Then dispose of finer In a sanitary landfill or by Incineration, If etJowed 
by State and local authorities. It drum Is contaminated and cannot be reused, dispose of tn lhe same 
man nor. 

' 

FOR CHEMICAL EMERGENCY: Spill, le·ak, fire, exposure, or accident, call 
CHEMTREC 1~80D-4249300 
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CONDITIONS OF SALE AND LIMITATION OF WARRANTY AND LIABIUTY 

NOTICE: 
Read the entire Directions for Use .and Conditions of Sale and Limitation of Warranty and Liability . 
before buying or using this product. If the terms are not acceptable, retum the product at once, 
unopened, and fhe purchase price will be refunded. 

The Directions for Use of this product should be followed carefully. It Is Impossible to eliminate all 
risks Inherently associated with the use of this product. Crop Injury, Ineffectiveness, or other 
unintended consequences may result because of such faclors as manner of use or application, 
weather o~ crop conditions, presence of other materials or other Influencing factors ln the use of 
the product, which are beyond the control of United Phosphorus or Seller. All such risks shall be 
assumed by Buyer and User, and Buyer and User agree to hold United Phosphorus and Seller 
harmless for any claims relating to such factors. 

United Phosphorus warrants that this product conforms to the chemical description on the label 
and Is reasonably fit for the purposes stated in the Directions for Use, subject to the Inherent risks 
referred to above, when used In accordance with directions under normal use conditions. This 
warranty does not extend to the use of !his product conlrary to label Instructions, or under 
abnormal conditions or under conditions not reasonably foreseeable to or beyond the control of 
Seller or Unlfed Phosphorus, and Buyer and User assuma the risk of any such use. UNITED 
PHOSPHORUS MAKES NO WARRANTIES OF MERCHANTABILITY OR OF FITNESS FOR A 
PARTICULAR PURPOSE NOR ANY OTHER EXPRESS OR IMPLIED WARRANTY EXCEPT AS 
STATED ABOVE. 

In no event shall Untted Phosphorus or 5eller be liable "for any incidental, consequential or special 
damages resulting from the use or handling of this product. THE EXCLUSIVE REMEDY OF THE 
USER OR BUYER, AND THE EXCLUSIVE LIABILITY OF UNITED PHOSPHORUS AND 
SELLER FOR ANY AND ALL CLAIMS, LOSSES, INJURIES OR DAMAGES (INCLUDING 
CLAIMS BASED ON BREACH OF WARRANTY, CONTRACT, NEGLIGENCE, TORT, STRICT 
LIABIUTY OR OTHERWISE) RESULTING FROM THE USE OR HANDLING OF THIS 
PRODUCT SHALL BE, AT THE ELIECTION OF UNITED PHOSPHORUS OR SELLER, THE 
REPLACEMENT OF THE PRODUCT, OR COMPENSATION LIMITED TO DAMAGES NOT 
EXCEEDING THE FARE MARKET PURCHASE PRICE, AND SHALL NOT INCLUDE 
INCIDENTAL OR CONSEQUENTIAL DAMAGES • 

United Phosphorus and Seller offer Jhls product, and Buyer and User accept It, subject to the 
foregoing conditions of sale and limitations of warranty and of liability, which may not be modified 
except by written agreement signed by the duly authorized representative of United Phosphorus. 

Pending, not EPA Approved. 08/15/2003 

•••• 
• • • 
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1990 OLD BRIDGE ROAD, SUITE 201 
LAKE RIDGE, VIRGINIA 22192-2383 

Dmncr: 703~492-7905 
MAIN: 703~492oo0445 
Fax: 793~492~0668 

E.--MAn.: brown@chemreg.com 
Wlm SITBS: www.chemreg.com 

www.pesticide.net 

ELIZABETH A. BROWN, PH.D. 

August 15, 200l 

Document Processing Desk 
U.S. Environmental Protection Agency (7505C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Ma112 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

Attn: George LaRocca (PM 13) 

•••• • • • • • . ...... . ' •• 
•••• • • ••••• 

Re: Bifenthrin Technichl Insecticide/Miticide (EPA File Symbol 70506-RI) 
Response to Agency letter of August 6, 2003 

Dear George: 

•••• • • •••• ... 
• • •• 
• 

• •••••• • 
• • • • •• .. . 
• ••• • • •••• 
• • • • -... 

On behalf of our client, United Phosphorus, !De., this letter is in response to the Agency 
letter of August 6, 2003, regarding the above application for registration. 

As a condition of registration, United Phosphorus, Inc. (UPI) agrees to provide the 
additional data required to support registration, as identified in your letter (data requirement 
OPPTS 870.6300, developmental neurotoxicity study). UP! will offer to cost share with other 
registrants. Please provide me with a copy of the data call-in sent to the other registrants or other 
documentation of the Agency requirement to other registrants. ()1_~.- e.t,.-*1 FIN/441 ,~ 1/o·,r.,~u( ,&~G. I 

; • .fl~(.r/>/t>J} --""'*'"';~.,..( /1-l!..tlf 
Attached please find data matrix forms (EPA Form 8570-35), revised to identify data % "'j.z.:;.•-< 

supporting Guideline84-4 (other genotoxic effects), as required in the Agency letter. Also «' ~~ 
enclosed is a revised Cenification with Respect to Citation of Data (EPA Form 8570-34); offers rl!f' 
have been sent to otherregisttants to address the additional data requirement. The data matrix 
also has been revised to reflect the MRIDs of the studies submitted by UP! in support of this 
application. · 

CONSULTANTS TO SUCCESS"' 

Over One Hundred and Fifty Years of Combined Experience Assisting Chemical, Pesticide, 
Bio-chemical and life Science Companies on a Wide Range ofissucs, Including Regulatory 
Stnltegics, Registration, Data Support and Compensation, Quality Assurance, Study DeSWh 

and Scientific Matters. 00 
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Letter to G. LaRocca, August 15, 2003, page 2 

Also enclosed are five copies of the draft label, revised as required in the Agency letter, 
along with one highlighted copy to identify the changes. Final printed labeling will be submitted 
once the Agency has registered this product and prior to release of any product for shipment. 

Thank you for your attention to this matter. Please contact me immediately if !here are 
any questions or if anything further is needed. 

Regards, 

Elizabeth Anne Brown 

cc: United Phosphorus, Inc . 

I 
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I O None D Restrlctod 

I ~~.~..::'i" IM 
1 423Ri~ew PI~,··~-

Trenlon, NJ 08611 

I n Check II this Is 8 IUIW addmss 

c:J Reaubmlsslon In response to Agency IaUer dated AUg. 6. 2003 e Nollficatlon- Explain below 

1 : "'" "pagc(s)l 

Product Name 

U Aacncv lotto: dated O 'Mo Too" AppllcoUon 

O Othor-Explaln below 

"'·' 

'lo 

~ v.. ,..,.,-

""""""' 

D : 11-\c H_.;;;;!., ~,.._:·----,;;;;;-NOI,.= .,.,-++.1-:;.,b ... ".'--,----T,= "'··= ,,--1 : E: 
bD submltttJd Unit" wgt. Other (Spoclfy) __ _ 

~ l.abel
1 

"Nollll.lll><ll :J CO<llaloor 

~~th Anne Brown 

I certU'y dull the statemenls I have made on lh& form 

~ 
~,,,,vaM.c. ~ 

4. 

Ellzabelh Anno Brown 

4. B""(s) I 

IIV 

~. '"~ ChemReg lntomallonal, ltC 
Authorized Agent 

>. usw 

August15, 2003 

LJ 

: 

:: 

I •· 

. : 

.. · .. • .. 

.. • • • • 
(Sialttfuta) 
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• • •••••• • 
•••• • • • .. • 
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Fo~. •nM•No, 

,.....ft ..... _ UNlTEO STATES ENVIRONMENTAL PROTECTION AGENCY 

"~ 
401 M STREET, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collecUon of lnlonnallon Ia estimated to average 1.25 hours par response for 
registration and 0.25 hours por rooponso for rerogl!rtralion and special mvlow activities, Including time for reading the Instructions and comploting the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of Information, Including suggestions for reduclng the 
burden to: Director, OPPE Information Management Division (2137), U.S. EnvlfoMlen!al Protection Agency, 401 M Street. S.W., Washington, DC 
~60. 

"'~ """ 
llo 'of Data 

•• EPA Roglslmtlon Number/File Symbol 
I •.Inc, 70506-RI 

I 
'NJ 08611 

Aotiva I Dato . 
~.,.,.,, I •r:A Part 15B) ~ I I I I 

~ 
81~bmltl of another purchased I producHBbelod for all tho aome U$CS on your label, you do not need 

D I am responding to a Data..Ca!J·In Nollce, and have InclUded YAth this fonn a list of companies sent offers of compensation (the Data Matrlxfonn 
should be used for this Pllt'pO(lO). 

"' • mothod only) 

D ram using the cllrran method of supPort, and have Included wllh 0 I run "'lng ,-,;,,;.. this form a list of companies sent off em of compen&allon (the Data 

m"'t bo ;_,~r.:~ ' Matrix lonn shollld be uaed for thla purpose) '(the I 

'"' >PAY 

(Required If using tho cUe·all melhod, or Men uslngthe cite-all option under tho selective method to satisfy one or mora data requirements) 

0 I hereby offer and agree to pay compensation, to other persons, with rego.rd to the approval of this application, to the extent required by FIFRA 

' Ill• .. ,,,.~~ """" reregistration or this Data.Qill·ln response is supported by all data submft!ed orcl!ed In 

fol '''.~' Data·Call-ln response. In addltlon, if thO c!te·a!l option or clle-all option under th& 

::'"·ct ~" Hn I I all data In thO Agency's files that {I) conct~m the propertleu or effects of this 
I,'" Ingredients In this product and (2) Is a typo of data that would be required to 

approval of this application n the application sough! tho Initial roglgtmtlon of a product of 
'ond ...... 

I certify !hat for ea<:h exclusive uae study cited In support of this registration or raroglstrallon, thai! am lha orlglnal data submitter or that 1 have 
obtained thO written ponnl6slon of the orfglnal data submlttocllo ella that study. 

I certify that for each study cltod In support of this registration or reroglstrnllon that Is no! an oxcluslve use study, either: (e) 1 am the original data 
submitter; {b) I have obtained the ponnlsslon of the original data sUbmitter louse tho study In support of1hls application; (c) all periods ohliglb]Utyfor 
compensation have expired for tho study; (d) the study Is In the public ntemturo; or {a) I have notified In writing tho company that submif'tid.tNt\tudy and 
have offered (I) to pay compensation to the extent required by sections 3(c)(1)(F) andfar 3{c)(2)(B) of FIFRA; and (II) to commence neoo!Jr41lOQSIO 
detenn!ne tho amount and tonns of comperuw.tlon, II any, to be paid for the use of tho study. • • • • • • 

I certify thai In all Instances where an offer of comparnmtlon Is required, coploo of all offem to pay oomperuw.tlonoamleW:Ience of thotrdellvery In 
accordance with sections 3(c)(t)(F) and/or 3{c)(2)(B) of FIFRA ere available and will be subm!tted to the Agency upon rlquofrt. :Should.! fall~ produce 
such ovldenco to lhe Agency upon request 1 undersland that lh& Agency may lnltlato action to deny, cancel orsuspend.UJ\ MtmtJOfO:II~uct In 
confonnrty v.ith AFRA • • 

• •• • ••• 
•' I certify that th~ atatoments 1 have made on this form snd an attachments 10 It are true, accurate, end COI\lp\D&Q. 1 aekn~wtetlg: that eny 

knOwingly fain or mlslaadlng statement may ba punishable by fino or Imprisonment of both under applicable 1\"o¥.: • • • • 

4-1.~ 
~~~- <,'M' 

. f~h~~l Director 
""" · .... · 

""" • • • • • •• •• 
i 
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~STATES ENVIRONMENTAL P.CTION AGENC'( Form 
401MSt...t,_S;_W • 

• D.<:. 20460 

lOMB 

hours per response for rere~:~: and special review activities, 
burden estimate..,..""" • nrth:~ coUectlon of information, 

I u.s. • •. ~: . "'"' u ... • "' 

instruction and the necessary forms. Send commenlS regarding the 
burd:Cn OPPE Information Management Division (2137), 

~romi to '"' 

1 nate: EPA_!";~ NOJ<llO I Page 1 of 4 

"''~~"m~~---------------J------------------~ 
>Study Name [MRIDI Status Note 

~ 
~-

!30. 

~~,------jtu~~~~~~,----------j~~4565· ~~~~*(~~q--,----c-o-(&m--~-);-~--=P_,~l==Y~~------4 
~~====i~~l£2!~=========Hi4600850~1• =ttirsons Lawn Fcrtillzec Divi~on, In<. own 

own 

• • • ••• 
!•• . •! Vapoc, 

·-· ·.: i 

EPA h>nll: ;(9·97) I :and Papcc' '· Submit only Paper' 

~aiUPl 
I UP! 

pay 

, Pay 
I own 
own 

I ~~~=~tb Anne Brown, CbemReg International, LLC 

-·~-~~~~~~~~~~~~~~~~~~~~~~~~~~ 



- -·· -· . . . .. 

@ l'onn. JUMH 

.NITED STATES ENVIRONMENTAL P.ECTION AGENCY 

~. 401~ . . 20460 

""":-' ~ • . The 1 I time f~ 
0

~ tbe instruction tbe nece~ forms. Send commeniS regarding the per response or rereg~stmllon 
burden estimale or any nf 1 1 

.s.w .. 
for reducing the burden w: 1 OPPE Information Management Division (2137). 

u.s. ,401. ' nr. 2o460. Do not send • fn 

Date' August 14, 2003 fPage2of4 

' 
u!'!·~ Phosphorus, Inc. 
423 Riverview Plw.a 

11 

I 
'''"~ [MR!D ' . >tatus .Note 

~ 101 UP! Jwn 
101 UP1 Jwn 

• 101 UP1 Jwn 
1 Bomng point 1()1 ;: Jwn 

~2, I ~~"" ncute ornl• 
101 ]own 

FMC I Pay 
]Avian· I Pav 

1-4' 

' 
<otts, I Pay 

; • 1055) ; I Pay 
72· 1.1300) I Pay 

~to><lclty I Pay 

• 
F'~h life eady 'cycle I Pay 

cr I pay 
Acute ornl- out 

~ 
!pj Own 

Acute• ~ 
10) 

rsf. l~mhhlt 

. l-mhhil .,., 
I~ .... !Al 
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WASHINGTON D.C. 20460 
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U.S. Environmental Protection A nc , 401 M Street. S.W .. Washin DC 20460. Do not send the form to this address;. 
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@ .ITEO STATES ENVIRONMENTAL P.ECTION AGENCY 
Form Approved OMB No. 2070-0060 

. 
401 M Stree~ S.W. . 

WASHINGTON. D.C. 20460 
. 

Paperwork Reduetion Act Notke: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration activities and 0.25 • 
hours per response for reregistration and special review activities, including time for reading lhe instruction and completing the necessary fortns. Send comments regarding lhc 
burden estimate or any Olher ns:pecl of lhis collection ofinformation, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), 
U.S. Enviroomental Protection Agency. 401 M Street.S.W .. Washington DC 20460. Do 110{ send the form to lhis address. 

DATA MATRIX 

Date: August 14, 2003 EPA Reg NoJFileSymbol jPage4of4 
70506-18 

Applicant's/Regislrnnt's Name and Address: Product: Bifenthrin Technicallnseclicide/Miticide 
United Phosphorus, Inc. 
423 Ri'o'ervicw Plaxn 
Trcn!On, NJ 08611 
Ingredient: Bifentbrin (PC 128825) 

Guideline Rcfurencc Number Guideline Study Name MRIDNumber Submitter Status Note 

133-3 (875.2400, 2500) Demutl exposure CITE ALL UPI is a memberoftbeAg Re-entry task Own 
force; UPI is a member of the Outdoor 
Residential Task Force 

133-4 (857.2500) Inhalation exposure CITE ALL UPI is a member oflbe Ag Re-entry tnsk Own 
force; UPI is a member of lhe Outdoor 
Residential Task Foree 

201·1. 202-1 (840.1100. Spray drift and droplet size CITE ALL UPI is a member of the Spray Drift Task Own I 835.4200) FnKc ' ! 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

United Phosphorus, Inc. 
c/o Ms. Elizabeth A. Brown, Ph.D. 
ChemReg International, LLC 
1990 Old Bridge Road, Suile 20 I 
Lake Ridge, VA 22192-2383 

Dear Ms. Brown: 

AUG 6 21m 

SUBJECT: Application for Registration 
Bifenthrin Technical Insecticide/Miticide 
EPA File Symbol: 70506-RJ 
Y<>ur Resubmission Dated June II, 2003 

OfFICE OF 
PREVENTION, PEST1CIDES 
AND TOXIC SUBSTANCES 

The product referred to above .ll'ill be accep)able for regislration under FIFRA sec. 3(c)(7) 
provided that you: 

I. Agree in writing to provide additional data as described below within the specified time 
frame: 

You have applied for the registration of a product containing the active ingredient 
bifenthrin. The Agency bes recently conditioned the original registration of which you are a 
follow-on with a new data requirement. This registration will also be conditioned with that data 
requirement. Accordingly, you must take steps to ensure that these required data are submitted. 
The steps could include genemting and submitting the data yourself, or you may offer to share e with other registrants the cost of conducting testing. 

The data requirement which will be imposed on this regislration is as follows: 

TiUe of Study Guideline Reference Study 
No. Due Date 

Developmental Neurotoxicity Study 870.6300 May 1,2005 

2. Submit or cite data to satisfy Guideline 84-4 (Other Gehotoxic Effects). These data are 
required for products, such as yours, with terrestrial nonfood, domestic outdoor and indoor use 
patterns. With the exception of this guideline requirement, the dala you have submitted/cited and 
listed on the data matrix, dated 4/1112002, are adequate to support the proposed uses. 
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3. Correct the following minor typographical errors noted in the "FoodiFeed Areas" 
paragraph on page 2 of the product label: 

• Change "area11 to "areas" near the end of the third line. 
• Change "example" to «examples'" near the end of the sixth line. 
• In the second to last line, insert a period(".") after "(mills, dairies, edible oils, syrups)" 

and capitalize the next word ("Serving'} to indicate the start of a new sentence. 

EPA Reg. No. "70506::18" is being reserved for this product. This must appear on the 
finished label. The ''Notice of Registration" will be issued when three (3) copies of the 
acceptable finished (printed) labels are submitted. Finished labeling is thet which will be 
attached to or accompany the product. Refer to the attached A· 79 Enclosure. 

Please respond within thirty (30) days from the date of this Jetter stating your intentions to 
comply with the_ information/label requests cited above. If no resubmission is received during 
this period, the application will be sdministratively withdrawn. 

This letter doesiiQ! constitute registrstlon, and the product may not be lawfully 
marketed until it is registered. To expedite hlmdling, please return a copy of this letter with 
your finished labeling. If you have any questions regarding this action, please contact Susan 
Stanton of my team at (703) 305-5218. 

Enclosure 

~""(7t7t~ 
George T. LaRocca 
Product~anager(l3) 
Insecticide Branch 
Registration Division (7505C) 

96 



r:r:-~--,-'"'-:',~-· 

> 

·-··- '" -- -~ - ---------~-~ 

~- ---_ __/, ::?>....& c!~-m,:r ... /;!?'1 - .s;j=£.:.,<;,_ /"~.:11~ ~¢!,/~ -a/1<?-l"". 
,&fr.;K ,&<!<!~£,.£/..., t:J?~p:L ... 

~ - mvd .sui,..,.,fj:/-h. d../~ .,.{, :J;jJ:ffr.t~td.f.,..__z'/4 
t~-"---·-· . (oiL,.. t-a,./,><;e eB;d~-~---- . . .. 

,.,.. ' . ---· -·-----···---·-·- ----· -· --- ·------ . 

•-~--~·-•-·.2 ·~·--~.~·r'·l---- . · ~:~r ------~------ -~rr'---
~=,___, ___ ---· I/r__ . -

=-~ ·- ~=-. __ · _____ - .::l~.i&&d~m ___ ::gr -

___ ________ ~-- Efv t/-ri~/t~n :or 
- -~- ··-· ··- .. .:-fJ:m... ia:~-L/,ll'<;,:!ln __ _,7!T_""--~-----·-

. ··--- ·-· 

-· -··-- - ·-· ----~·-~·----LM">e-1-,_,_, ________ _ 
- ... ···----~ 1 .... ·······---·····-·. :.. _____ -··-·---· ........ ··- -·--

1. • . Jl lalJ . j. • -~- -· ... 3tJ·"'-- ---;--:'lfl't'iar- ~(f2P..:t "" '/M4"'•-"'2_,_. --------
•· .. . .. I . 
~- ~----·-····~-----·-· .... 

·-·---------~-

1------H--·-···----,..---------------

---·----+!-·····--·---------------- ------· .. 

--------------·-------= ·---· 
97 



' 

• 

• 

La&/- /lt!t!"f'-/...l.k. wj,.:.,,.- e.,prm:..f,on.r 

1911 f'· 2. 

Bifenthrin Technical / 
Insecticide/Miticide v _ 

FOR FORMULATION USE ONLY/ 
•••• • • 

ACTIVE INGREDIENT: • • •' 
Bifenthrin: (2·methyl(~, ~ '·blphenyl]·3·yl) methyl 3·(2-chloro-3,3,3-trinuoro-1-propenyl) : • ••v 
-2,2-dimethylcyclopropanecarboxylate ................................................................................. 9& • .-..e · ./ 

OTHER INGREDIENTS ...................................................................................................... ,.~.~~:-·······~ V . 
TOTAL ···············------·········· --------------·. ·-----------------------------------------·. ----------. ------------------------•--··----·•--·· t Ot.jl:1: y 

/ ... .. . 
•cis Isomers 97% minimum, trans Isomers 3% maximum. v • •• • • • •••••• • 

KEEP OUT OF REACH OF CI::IILDREN .Z::. • 
WARNING ./ 

• 
•••• • • •••• 

Unlled Phosphorus Inc. / 
423 Riverview Plaza V 
Trenton, NJ oas~ ~ 

EPA Reg. No. 70506-
EPA Est. No. 

• •• / 
.. 

FIRST AID 
Have the product container or label with you when ca111nQ a poison control center or doctor, or going for V 
treatment. 
If swallowed • Call a poison control center or doctor lmmedlstely for treatment advice • 

• Have person sip a glass of water If able to swallow • 
• Do not Induce vomltlng.unless told to do so by a polson control center y 

doctor. · 
• Do not alva aive anvthlna bv mouth to an unconscious carson • 

II Inhaled • Move person to fresh air. 
• II person ts nol breathing, ca!l9t1 _or an ambulance, than give artifictaV 

resplraUon, prelerably mouth-to-mouth, If possible. 
• Call a-ooison control center or doctor for further treatment advice . 

If on skin or clothing • TaKe off contaminaled clothing, v • Rinse skin Immediately with plenty of water for t5·20 minutes 
• Can a polson control canter or doctor for treatment advice • 

lf In eyes • Hold eye open and rinse slowly and gently with water for~ 5·20 minutes . 
Remove contact lenses, If present, after the first 5 minutes, then conUn~ 
rinsing eye. 

• Call 8 .. ooison control center or doctor for treatment advice • 

-
FOR 24-HOUR EMERGENCY MEDICAL ASSISTANCE, CALL v CHEMTREC 1-BOil-424-9300 

PRECAUTIONARY STATEMENTS 
Hazards to Humans (and Domestic Animals) 

-

Warning / . / / 
May be fatal If s~owed: Harmful If Inhaled or &;bjOrbed throug/1 the skin. Causes moderate eye Irritation. 
Avoid breathlnl((lusl. Avoid contact wilh skin, et65, or clothing. Remove contaminated clothing and wash,V--" 
before reuse. Wash thoroughly Wilh soap and water after handling and before eating, drinking, or using V 
tobacco. 

Environmental Hazards 
Tills pesticide Is toxic to fish and aquatic Invertebrates. Do not discharge effluent containing this product / 
Into lakes, streams, ponds, estuaries, oceans, or publlc waters unless In accordance with the requirements V 
of a National Pollutant Discharge Eliminatlons System [NPDES) permit and the permlnlng authority has 
been notified in writing prior to discharge. Do not <fiSCharga effluent containing this product to sewer 

Page 1 
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systems without previously noUfylng tho sewage treatment plant a~_gygoidance, contact your State 
Water Board or Regional Office of fhe Envlronmonlal Protection Agency. V 

PhyslcaUChemlcal Hazards / 
Do not use or store near heat or open flam¥. 

DIRECTIONS FOR USE 
It Is a violation of Federal Jaw to use this product in a manner inconsistent with its labeling. 

This material requires further mixing before use ~ 
Only tor formulation Into an lnsectlcld~mltlclde for~ 
Terrestrial Non·Food: / 
TermUiclda and Soil Contact Nonii,PTllgatlon Treatment 
Wood Treatment and Protect!OIY" 
Outdoor Insect Control v- / 
Ornamental plants, trees, shrubs, and vines (woody)./ 
Residential Lawns ./ 
Indoor Insect Control/ 

Non--Food/Feed Area: May be used to manufacture end·use products lor use as a spot or crack and 
crevice tr&aiOWnt In non-fOOd areas. Similar areas where Insects hide otthrough which Insects may enter • / 
can be treated. Examples of non-food areas Include: garbage rooms, lavatories, floor drains (to sewers), V 
entries and vesilbules, office:J, locker rooms, machine rooms, boller rooms. garages, ffiop clesf)ls, and 
storage (after canning anct·botUlng). 

Food/Feed Areas: Maym21 b& used to manufacture products for use In loodlfeed areas. Do not use In food 
areas of food handling establiShments, restaurants, or other areas where food Is commercially prepar~ or 
processed. Do not use In serving areas wtllle food is exposed or facUlty Is In operaUon. Serving are~re 
areas whare prepared food are served such as dining rooms but excluding areas whare foods may Oe 
prepared or held. In the home all food processing surfaces and utensils should ba coveriring treatment 
or thoroughly washed before use. Exposed foods should bo covered or removGd. Exampl of food areas 
are areas for receiving, storage/packing (canning, bo!Uing, wrapping, boxing)!J>reparing, te wastes, 
storage and enclosed processing systems (mills, dairies, edible oils, syrupsl)Jerving areas (when food is 
exposed and facility Is In OperaHon) also would be consldGrGd a food area. 

(2) Uses for Which U.S. EPA hu accepted the required data and/or citation of data that the 
formulator has submitted In support of regtstraflon; and 

• (3) Usn for nportmen1al purposes that are In compliance with u.s. EPA requirements. 

Formulators using this product are responsible for obtaining U.S. EPA registration for their 1 / 
formulafed product which may be labeled for the use pattema as round listed on this label. V 
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Storage and Disposal / 
Do not contaminate water, food, or feed by storage and disposal. V 

PESTICIDE STORAGE 
Keep out of reach of children and animals. S1ore In original containers only. Store In a cool, dry place and 
avoid excess heat. Carefully open containers. After partial use, replace lids and close tightly. Do not puy 
concentrate or dilute malarial Into food or drink containers. Do not contaminate other pesticides, fertilizers, 
water, food, or teed by storage or disposal. 

In case of spirt, avoid contact, Isolate area, and keep out animals and unprotected persons. Confine splrtY."" 

PESTICIDE DISPOSAL 
Pesticide wastes are toxic. D6 not contaminate water, food or feed by storage or disposal. Improper ·, / · 
disposal of excess pesticide, spray mixture, or rlnsate Is a violation to FOdera! raw. Dispose ot excess _r 
waste or pesticide by use according to label directions, or contact your State Pesticide or Environmental 
Control Agency, or the Hazardous Waste representative at the nearest EPA Regional otHce for guidance. 

CONTAINER DISPOSAL / 
Completely empty ttnerby shaking and tapping sides and bottom to loosen clinging particles. Empty I/ 
residue Into application equipment. Then dispose of ttner tn a sanitary land Hit or by tnctneratton, If allowed' 
by State and local aulhorlUes. H drum Is contaminated end cannot be reused, disposa of In the same 
manner. 

FOR CHEMICAL EMERGENCY: Spill, leak, fire, exposure, or accident, call / 
CHEMTAEC 1·800-424·9300 v 
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CONDITIONS OF SALE AND LIMITATION OF WARRANTY AND LIABILITY 

NOTICE: 
Read the entire Directions for Use and Condlllons of Sale and Limitation of Warranty and Uablllty 
before buylng or using this product. If the terms are not acceptable, return the product at once, 
unopened, and the purchase price will be refunded. 

The Directions for Use of this product should be followed carefully. It Is Impossible to efiminate all 
risks Inherently associated with the use of this product. Crop Injury, Ineffectiveness, or other 
unintended consequences may result because of such factors as manner of use or application, 
weather or crop conditions, presence of other materials or other Influencing factors In the use of 
the product, which are beyond the control of United Phosphorus or Seller. All such risks shall be 
assumed by Buyer and User, and Buyer and User agree to hold United Phosphorus and Seller 
harmless for any claims relating to such factors. 

United Phosphorus warrants that this product conforms to the chemical description on the label 
and Is reasonably fit for the purposes stated In the Directions for Use, subject to the Inherent risks 
referred to above, when used In accordance with directions under normal use conditions. This 
warranty does not extend to the use of this product contrary to label Instructions, or under 
abnormal cond!Uons or under conditions not reasonably foreseeable to or beyond the control of 
Seller or United Phosphorus, and Buyer and User assume the risk of any such use. UNITED 
PHOSPHORUS MAKES NO WARRANTIES OF MERCHANTABILITY OR OF FITNESS FOR A 
PARTICULAR PURPOSE NOR ANY OTHER EXPRESS OR IMPLiED WARRANTY EXCEPT AS 
STATED ABOVE. 

In no event shall United Phosphorus or S911er be liable for any Incidental, consequential or special 
damages resulling from the use or handling of this product. THE EXCLUSIVE REMEDY OF THE 
USER OR BUYER, AND THE EXCLUSIVE LIABILITY OF UNITED PHOSPHORUS AND 
SELLER FOR ANY AND ALL CLAIMS, LOSSES, INJURIES OR DAMAGES (INCLUDING 
CLAIMS BASED ON BREACH OF WARRANTY, CONTRACT, NEGLIGENCE, TORT, STRICT 
LIABILITY OR OTHERWISE) RESULTING FROM THE USE OR HANDLING OF THIS 
PRODUCT SHALL BE, AT THE ELECTION OF UNITED PHOSPHORUS OR SELLER, THE 
REPLACEMENT OF THE PRODUCT, OR COMPENSATION LIMITED TO DAMAGES NOT 
EXCEEDING THE FARE MARKET PURCHASE PRICE, AND SHALL NOT INCLUDE 
INCIDENTAL OR CONSEQUENTIAL DAMAGES . 

United Phosphorus and Seller offer this product, and Buyer and User accept It, subject to the 
foregoing conditions of sale and limitations of warranty and of liability, which may not be modified 
except by written agreement signed by the duty authorized representative of United Phosphorus. 

Pending. not EPA Approved. 03120/2002 
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DATE OUT: July 31, 2003 

SUBJECT: PRODUCT CHEMISTRY REVIEW OF Bifenthrin Technical 
Insecticide/Miticide 
DP BARCODE No. : 291574 
REG./File Symbol No.: 70506-RI 
DECISION: 219958 

Linda L. Kutney, Chemist ~ L\~ 5fS·..v 1/YI /o) 
Product Chemistry Team .,l-,1}o;r 

FROM: 

Technical Review Branch/RD (750SC) 

TO: Marion Johnson, Susan Stanton PM-3 
Insecticide Branch/ RD (7505C) 

PC CODE: 128825 

USE: InsectiCide Technical Product with No associated Food 
Uses 

INTRODUCTION: 

United Phosphorus, Inc., .has .submitted product chemistry 
data tb support their claim that their product, Bifenthrin 
Technical Insecticide/Miticide, is similar to FMC's Bifentrhin 
technical, Reg. No. 279-3055. Data were submitted under MRID 
46008501 and 46008502. 

SUMMARY OF FINDINGS: 

TRB has denied the claim of similarity between the above­
mentioned products in previous reviews, due to differences in 
their reported physical chemical properties, i.e., density and 
described physical state (12/11/02 and 5/21/03 reviews). 
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TRB CONCLUSIONS, 

According to published literature (Pesticide Manual-11th 
Ed., 1997), the physical state of bifenthrin varies from a 
viscous liquid, crystalline or waxy solid, having a Specific 
Gravity/density of 1.210. According to the Registrant, as 
bifenthrin is purified, it becomes more crystalline and less 
dense, the Registrant reports that it is solid above 97.St and 
liquid or waxy semi-solid below that purity. 

The proposed product has a nominal concentration {NC, 1/9/03 
CSF} of 98.2 with certified limits for the cis isomer of 95.1 -
100.0, with a density of 0.4593 g/ml = 3.8 lb/gal. 

The cited product (3/22/01 CSF) had a NC of 91.1%, 
with certified limits for the cis isomer of 86.3 - 96.0%, with a 
density of 1.26 g/ml = 10.5 lb/gal. 

Because the purities of Bifenthrin varies for both the 
proposed product and cited product, density measurements and . 
physical state descriptors are not good indicators of similarity. 
Because the proposed product contains no new impurities and has 
fewer teal impurities, TRB reverses its previous conclusion and 
grants the similarity request. 

Briefly, the results of the density tests submitted are: 

MRID 46008501 
99.26% Bifenthin Bulk Density 
Pour 0.452 - 0.454, avg. 0.453 g/ml 
Tap 0.0554 - 0.558, avg. 0.556 g/ml 
This is an acceptable study 

MRID 46008502 
99.0% Bifenthin Density of Melted substance (melted completely at 
70C) 
1.2231,1.2085,1.2131 g/ml, avg. 1.2149 g/ml 
This is not an acceptable study, it is not acceptable to melt the 
sample and then determine its density. 

-2-

103 



• 

• 

NOTE TO THE PM: 

If time permits, could you contact FMC and ask if the density of 
their Bifenthrin technical, Reg. 279-3055 has changed since the 
10.5 lb/gal value (1.26 g/ml) present in box 7 of their 3/22/01 
CSF? This may be a very old value that should have been updated 
years ago . 

-3-
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, O.C. 20460 

JJI. I 6 2003 

MEMORANDUM 

SUBJECT: Request for Expedited Review 

FROM: Marion Johnson, Chief. ,j.{~~"""'l_,t7 
Insecticide Branch '-f. I: 7 
Registmtion Division (7505C) • _ 

TO: Deborah McColl, Chief 
Technical Review Branch 
Registmtion Division (7505C) 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

The Insecticide Branch hereby requests an expedited review of additional product 
chemistry data submitted to support registmtiQn ofBifenthrin Technieallnseeticide/Miticide 
(EPA File Symbol: 70506-RJ) .. These data were forwarded to TRB/CHEM on July 8, 2003 
under Data Package DP291574. m requests that the review be completed within 2 weeks if 
possible. Thank you very much for your cooperstion in this matter • 
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DP#: (291574) Doclsion #: 219958 

DATA PACKAGE BEAN SHEET 
Date: 08-Jul-2003 

Page 1 of3 

* • • Registration Information • • * 

Registration: ?!l~RI- BIFENTHRIN 1ECHNICAl.INSE9:!1_CID~I!!C_I~§~~~ 

Company: ?.~ · UN~nJ§~-PHOSPHORU~J!4.C 
Risk Manager: RM 03- Marion- Johnson- (703) 30~788 Room# CM·2 2~-~~~ 

Risk Manager Rev~r: Susan_ Stanton- SST ANTON 

Calculate<! Due Date: oa.oct-2002 

Typo of Reglalrallon: Product RC!Jislratlon • Sectlon 3 

• 
AcUon Dos-e: NEW,RE~~~!ftATION;OLD INGREDIENT;MINOB__~~GE; 

lngrodlanls: 128~t- ~ ··--·----~ __ ~------~------

• • • Data Package Information • • • 

Expedite: : .Yes 8 No-

DP Ingredient !~8._~~. B~ntl!rin __________ _ 

CSF Included: $ Yes No label Included: • Yea No Parent DP #: 

Dato In Dato Out 

Edited Duo Date: 

Due Back: 

organization: ~p_crRB _ Administrative Due Dale: 05-0ec-2003 

Team Name; ~-----~~--- Negotiated Due Data: 

Reviewer Nama: Projected CompltiUon Date: 

ATTN: Shyam Mathur 

• * * Studies Sent for Review • • • 
Ptlnlod on Page 2 

***Additional Data Package for this Decision • • * 
Printed on Page 3 

• • • Data Package Instructions • • • 

In Linda Kutney's May 20. 2003 review, sho determined that United Phosphorus's new bifonthrln 1echnlcal was not 
subslanllally similar to FMC's roglatorod blfenthrln technical, In part because of dllfarences In density between the two 
products. I dllCUSscd this w!th you and you suggested lhal the company develop additional dentily data, perhaps 
using a different method, Thoy have dono so and submitted it along wllh an oxplanatlon of tho density of blfonlhtln In 113 



~·~ i. 

~Jatlon !;Irs purity and physical state. Please rovlaw tho new data (MRID#s 460085-01 and 460085-02) and lo1 us 
know whether the new !nformaUon supports tho determination tha1 the product Is substantially similar to FMC's 
technical. 

Thanks, 
Susan Stanton 

• 

• 
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285142 

285143 

285143 

288051 
288051 
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Pago3of3 

RD/1B 

RD/TRB 08-Jul-2003 08-Jul-2003 

R0/1B Oihlul-2003 08-Jul-2003 

RDITRB 08-Jul-2003 08-Jul-2003 

RD/18 08-Jul-2003 08-Jul-2003 

·-«~«-·--------

8 Yea() No ftYes _-No 

C> Yes(_' No 8 Yes No • Yea(_. No 
< 
< 

Yes·-:- No 8 Yes,) No e Yes<J No -
,-._Yes,~, No __ , -~ 0 Yos :-i No 0 Yes ::No 
·:' Ves--:)No ft Yes<:·~ No fD Yes No 
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Elizabeth: 

George LaRocca 

07/16/2003 03:37PM 

To: Elizabeth Brown <brown@chemreg.com> 
cc: "Tillman Ann (E-mallt <atlllman@upJ...usa.com>, Debbie 

EdwardsJDC!USEPAIUS@EPA, Marion 
Johnson/OCIUSEPNUS@EPA, Susan Stanlon/DC!USEPNUS@EPA 

Subject Re: request for urgent meeting ro pending application EPA File Symbol 
705Q6.RII1J 

t don't believe a meeting is necessary at this time. Based upon the chronology of events associated with 
this appriCation for registration and the one remaining Issue about physical state and density I will request 
an expedited revtew(2 to 3 weeks) of the additional Information you recently provided. If there are still 
questions associated with this issue at that time that cannot be easily resolved then I will schedule a 
meeting with you and UP!. 

George LaRocca 
Elizabeth Brown <brown@chemreg.com> 

George: 

Elizabeth Brown 
<brown@chemrog.com 
> 

07/11/03 12:33 PM 

To: George LaRoccaJDC!USEPNUS@EPA 
cc: Susan Stanton!DC!USEPAIUS@EPA, Marion 

Johnson/DC/USEPAIUS@EPA, Debbie 
Edwards/OC/USEPMJS@EPA, "TTllman Ann (E-mail}~ 
<atlllman@upl-usa.com> 

Subject: request for urgent meeting re pending appllcalion EPA File Symbol 
70506-RI 

On behalf of our client, United Phosphorus Inc., I am requesting a meeting as quickly as possible 
to discuss and address current issues regarding the above application for registration of 
Bifenthrin TechnicaL We request the attendance of yourself, Susan Stanton, Marion Johnson, 
Debra Edwards, and the appropriate chemists. We request' that a meeting be held any time the 
week of July 2!. Dr. Ann Tillman (UP!) and I (representing UP!) will attend. 

The reason for this request is that on July 8, 2003, Susan Stanton informed me that UPI's 
explanation to a verbal question raised by the chemist was being routed for full review, with a 
due date for response from Chemistry in December 2003. We feel that this is entirely 
unnecessary and is another unreasonable delay in the consideration ofUPI's application. Given 
the question and UPI's response, we believe that the issue can and should be quickly resolved. 

As you know, UPI filed an appJication for registration of Bifenthrin Technical on 4/8/02. On 
4/25/02, the Agency sent a letter stating that the application was considered incomplete because 
EPA Fonn 8570-34 (Certification with Respect to Citation of Data) was not included. Following 
our letter to the Agency of 5/8/02 and the Agency's letter in response on 6/3/02, along with other 
meetings on the issue of the timing of filing of that form, the Agency in its letter of 8/14/02 
confirmed that EPA Form 8570-34 is not required in order for the Agency to begin reviewing the 
application. However, to ensure no further issues, UP! submitted EPA Fonn 8570-1 on 8/29/02. _ 
But the actions by the Agency resulted in a 4 month delay in starting review ofUPI's 
application. 
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On December 16,2002, UPI received the Agency's Product Chemistry Review of the application 
(DP Barcode D285142, dated 1211 1/02). In that review, the Agency determined that additional 
physical/chemical characteristics data needed to be provided. Other issues identified in that 
review were resolved by phone discussions with the Agency. 

On Janunry 15,2003, UP! submitted all additionally required product chemistry data, with the 
exception of the 1-year storage stability study, requesting that submission of the fmal report be a 
condition of registration. We confirmed that the study was underway and committed to 
providing it. On 4/10/2003, I talked with Susan Stanton to determine whether the 0-day report 
should be submitted; she said it should not be submitted but to wait for the final report which 
would be a condition of registration. She also identified that Chemistry reviews were due back in 
early May. 

UPI thus has fulfilled aU product chemistry data requirements on its technical material with its 
own studies, with the exception of those data requirements where the P AI is the test material and 
long term stability (which would be a condition of registration). The Agency has confirmed the 
UPI can cite cind offer to pay data compensation for those data requirements, which UPI has 
done. 

On May 23, 2003, Susan Stanton called me to ask whether we could explain why UPrs technical 
(98.2% purity) was a solid (crystalline powder) while tl1e FMC technical (previously 89%, now 
94%) is a viscous liquid. I explained that the physical state changes with the purity. 

On June 4, 2003, Susan Stanton again called, identifying that the chemist still is having trouble 
with the different densities ofUPJis and FMC's technical materials. She asked that we provide an 
explanation and/or new study using a different method that showed the same density for the UPl 
material as for FMC's as quickly as possible, and said that the study did not need to be glp. She 
said that providing that information would a1low the chemist to quickly complete his review. 

8 On June 9, 2003, I called Susan Stanton to let her know that I) the difference in density and 
physical state is due to well-known and well-documented association with purity of the material 
which we could provide in letter fom1, 2) that UP! had confirmatory data to document that the 
density value a1ready submitted and reviewed is correct. She asked that both be submitted, with 
a full copy of the confinnatory reports given to her as well as submitted through front-end 
processing, just to speed the process. She indicated that there should be very little delay to 
review the explanation. The explanatory letter and confirmatory data were submitted and 
hand-delivered on June II, 2003. 

As indicated above, on July 8, 2003, Susan Stanton called to let me know that it will be another 
5..6 months before the Agency can review a written explanation of a well-known and 
documented effect of purity on physical state and density. The confirmatory data do not change 
or replace the already reviewed study for density ofUPl's Bifenthrin technical; those data only 
confirm the results and explain how changing the physical state ofUPl's material can change the 
density, consistent with the explanation provided, in relation to FMC's product. 
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Those confirmatory data are not required to supoort registration and would not have been 
submitted without the Agency's assurance that there would not be a delay in review of the 
pending application. The explanation provided in letter fonn is adequate to address the chemist's 
questions and will not require a detailed review. 

We believe that a delay of an additional 5-6 months, combined with the earlier 4 month delay, 
are unfair to United Phosphorus. We have very much appreciated the Agency's willingness to 
discuss and quickly resolve other issues and believe. that this issue a1so can be readily and quickly 
resolved. 

Please let me know when the requested meeting has been arranged. 
Regards, 
Elizabeth Brown 

Elizabeth Anna Brown, Ph.D. 
ChemReg lntomat/onal 
1990 Old Bridge Road. Sullo 201 
Lake Rktgo, VA 22192 

Phone: 703-492-7905 
Fax: 703-492-0668 
Email: brown@chsmrag.com 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

July I, 2003 
OFFICE OF 

PREVENTION, PESTICIDES AND 
TOXIC SUBSTANCES 

JEFFREY PRITCHARD ' 
UNITED PHOSPHORUS lNC 
423 RIVERVIEW PLAZA 
TRENTON, NJ 08611 

Report of Analysis for Compliance with PR Notice 86-5 

Thank you for your submittal of 11-JUN-03. Our staff has completed a preliminary 
analysis of the material. The results are provided as follows: 

Your submittal was found to be in full compliance with the standards for submission of 
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with 
Master Record ID's (MRI.Ds) assigned to each document submitted. Please use these numbers in 
all future 'references to these documents. Thank you for your cooperation. If you have any 
questions concerning this data submission, please raise them with the cognizant Product Manager, 
to whom the data have been released . 
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1990 OLD BRIDGE ROAD, SUITE 3.01 
LAKE RIDGE, VIRGINIA 22192w2383 

Dmncr: 703•492w7905 
MAIN: 703-492-0445 
Fax: '703·492·0668 

E-MAIL: brown@chemreg.com 

ELIZABETH A. BROWN, PH.D. 

June II, 2003 

Document Processing Desk 
U.S. Environmental Protection Agency (7505C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

Attn: George LaRocca (PM 13) 

W1m SITES: www.chemreg.com 
www.pesticlde.net 

" ' . ' .. ' " .. 

' . 
~~ ....... 

' r • ' 

" . 
. 

' ' . 

Re: Bifenthrin Technical Insecticide/Miticide (EPA File Symbol 70506-RI) 
Response to Agency phone call of June 4 and 5, 2003 

Dear George: 

On behalf of our clien4 United Phosphorus, Inc., this letter is in response to phone 
discussions of June 4 and 5, 2003, with Susan Stanton, where she requested clarification 
regarding the density of the UP! bifenthrin technical (EPA FLle Symboi70506-RI) in comparison 
to what is reported in the open literature and on file with EPA for the already registered technical 

• grade bifenthrin under EPA Reg. No. 279-3055. 

Bifenthrin technical can exist as a very viscous liquid, a waxy solid, or as a crystalline 
powder (solid), depending upon the purity of the technical grade material (as identified in WHO 
specifications, Pesticide Manuallllh Ed., copies attached). As part of normal manufacturing 
processes. a lower grade. crude product is obtained and subjected to purification steps before the 
final technical grade material is obtained. The extent of the further putifieation and any 
crystallization steps will determine the appearance and density of the final technical material. 
Oily impurities remaining in the technical product contribute to the appearance of the final form. 
There always is a purity interphase between physical nppearance from solid to viscous liquid, 
which is about 97.5% for Bifenthin. Above tha~ the technical bifenthin is solid, below that it 
becomes a very viscous liquid, with the waxy semi·solid form intermediate. 

CONSULTANTS TO SUCCESS"' 

Over One Hundred and Fifty Years of Combined Experience Assisting Chemical, Pesticide, 
Bio·Chemica1 and Ufe Science Companies on a Wide Range of Issues, Including Regulnto;:r""' 
Strategies, Registration, Data Support and Compensation, Quality Assurance, Study Dc1ii!U 

and Scientific Matters. 
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Leuer to G. LaRocca. June 11, 2003, page 2 

The final appearance (fonn) of the technical material also has a direct heariog upon the 
density of the technical. Liquids have a higher density than crystalline powders, with waxy 
solids intennediate between the two. 

The purity of the UP! bifenthrin technical is (nominal) 98.2%. It is a crystalline powder. 
The density of that technical material is 0.4593 g/ml at 27"C, as determined in accordance with 
OECD Method 109 and CIPAC MT 3.2 "Pycnometer method" (MRID 45838001, in JRF Study 
No. 2736). Those methods in accordance with OPPTS 830.7300 (June 2002). The validity of 
those data is confmned by the enclosed supplementary study conducted at Product Safety Labs 
(PSL Study No. 131 07), in which the pour density was detennined to he 0.453 g/ml and the tap 
density as 0.556 g/ml (OPPTS 830.7300, August 1996). 

The currently registered Bifenthrin Technical under EPA Reg. No. 279-3055 is 94.0% 
(nominal) purity. At tl1at purity level and at the originaliy registered 89.0% purity (until June 
2001), that bifenthrin technical material would he a viscous liquid at 89.0% and a waxy 
solid/semi-liquid material at 94.0%. The density va}.ue for bifenthrin technical as reported in 
multiple places in the public literature as 1.212 g/mlat 25'C, appears to he associated with the 
lower purity material, which is a viscous liquid. For example, The Pesticide Manual (11th Ed.) 
reports the specific gravity/density as 1.21 g/ml, based on older information, as does 
EXTOXNET (based on the 1988 EPA Fact Sheet No. 177). As a liquid or as a waxy material, 
the density of these lower purity technical grade bifenthrin products is expected to he higher than 
that of the high purity UP! product, which is a crystalline powder (solid). This is confirmed by 
the enclosed study (JRF Study No. 4176), in which the high purity crystalline powder was melted 
and then detennined the density of the melted and solidified material according to appropriate 
testing metl10ds. The density of the melted, solidified high purity UP! material was found to be 
1.2149 g/ml at 20'C. This value may he more appropriately considered as the specific gravity, 
which for water in the liquid state is 1.000 g/ml . 

Thus, the differences in the density is determined by the physical state o.ftbe materials, 
which in tum is determined by the purity. The correct value for the density of the UP! bifenthrin 
technical is 0.4593 g/ml, for the material as produced (as identified in MRID 45838001). 
However, the enclosed confirmatory results demonstrate that the density/specific gravity of the 
product is comparable to the reported literature values when the crystalline nature of the UPI 
material is modified to the solid form. 

We also note, in response to prior Agency comments that the nominal value for the UPI 
material is outside the cenified limits for EPA Reg. No. 279-3055, that the Agency recently 
approved a 98.65% purity technical bifenthrin (under EPA Reg. No. 51036-390, approval date 
212103). The nominal for UP! material is within the certified limits for the latter product, which 
the Agency deemed substantially similar to the fonner. As such, and given the enclosed 
explanation, the Agency should have all infonnation needed to approve the UPI application for 
registration. 
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Letter to G. LaRocca, June 11, 2003, page 3 

There have been significant delays in the Agency's review of this application, although 
the registrant has responded very rapidly to any questions or requests. We therefore tequest that 
the enclosed infonnation be reviewed on a prioritized and rapid basis. 

Enclosed with this letter please find EPA Fonn 8570-1, transmittal bibliography, and 
three copies of each submitted study. 

Regards, 

Elizabeth Anne Brown 

Attachments to letter: 
!. Interim specification: WHO/ISffC/415/2001. Technica!Bifenthrin 
2. The Pesticide Manual, 11" Edition, 1997. Entry for Bifenthrin 

ee: United Phosphorus, Inc . 
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TRANSN.UTTALDOCUMENT 
Submitter 

United Phosphorus, Inc. 
423 Riverview PJaza 
Trenton, NJ 08611 

RcguJatorv action in supoort of which this paclqlgc is submitted 
New Product Registration ("Me-Too'') 

(Bifenthrin Technical Insecticide/Miticide 70506-RI) 

Trnm;milll!l Dntc 
June II, 2003 

SubnJi!led Sl!!dics 

MRID 
. 

- Administrative Materials 

Document 1: 

%00<6SGI 
Wo, C. 2003.- Bifentbrin Technical. Physical and Chemical 

Characteristics: Density. Unpublished report submitted by 
United Phosphorus, Inc. PSL Study No. 13107. 10 pages. 

Document2 
~~OOS50). 

Vohra. Y. 2001. Density of Bifenthrin. Unpublished report 
submitted by United Phosphorus, Inc. JRF Study No. 4176. 
15 pages. 

Company Official Y.t.j .......... ~~ 
Company Name: ChemReg International, LLC., Authorized Representative for UP! 

Company Contact: Elizabeth Anne Brown 

Phone Number: 703-492-7905 
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&EPA 
Unltod States 

Environmental Protection Agency 

ChOCk ff this Is a rww address 

Not!flcatlon- Explain below 

Aoencv lo"or dated 0 "Me Too" Application 

~ Other- Explain below 

Supplementary Information !n response to Agency phon a calls of Juno 4, 5, 2003 

/nlomatlonal, UC 

I urtU'y thut the staltm!lntS I bave made on th1.!i tonn IUid complete. 
knowingly talse or mWeading statemtnt llUIJ be punlslulble by fine or lmprlsonmen1 or 

Elizabeth Anno Brown June 11, 2003 

hi 

(Stamped) 
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1/f.hu/un<nl J. 

WHO/lS!TC/415/2001 BtFENTHIN 
TECHNICAL 

1. 

1.1 

1.2 

TECHNICAL BIFENTHRIN 

tn1erim specifica1ion: WH0/lSffCf4 tS/2001 

Specification 

DmripHon 

Chemical and physical requirements 

The materia] sampled1 from any part of the consignment, (see method WHO/M/l.R 1 )1 

slmll comply with the requirements of section J.l and with the following 
requirements. · 

12.1 Jdentitytest 

Where the identity of the active ingredient is in doubt, then it shall comply with at 
least one additional test (CIP AC method 4l5ffCIM/2). 

1.2.2 Bije11thrin COiltent (glkg basis) 

The bifenthrin content shail be declared (not less than 920 glkg) and, when determined 
by the method described in section 2.1, the mean measured content shall not be lower 
than the declared content. 

1.2.3 Acidity 

The acidity of the material, when dctennined by the CIPAC method MT 31 (CIPAC 
Handbook F, p.96). shall not be higher than 4.0 glkg calculated as H2S04• 

1.2.4 Water content 

The water content determined by the method described in WHOIM/7 .Rl 
(equivalent to CIPAC method MT 30.5, CIPAC Handbook J, p.i20), shaH not be 
higher ilian 2.0 glkg. 

1 Before sampling heat the contents of the container to about 80 °C to melt any crystallized :tCiive ingredient, and 
homogenize by appropriate shaking. 

p,got or/</ 
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WHO/lSffC/4 tS/2001 BIFENTHIN 
TECHNICAL 

1.3 Packing and marking of packages 

The technical bifenthrin shall be packed in suitable clean containers, as specified in 
the order. 

AJI packages sbn1l bear, durably and legibly marked on the container, the following: 

Manufudurer's name 
Technical bifcnthrin 
Balch or reference nwnber and date of test 
Net wcight of contenlll 
Due of manufactun: 

and the following minimum cautionary notice: 

Bifenthrin Is a pyn:throld that act! predombanlly on the central netWW system; hlg.b dosugts have bc<!n found to 
cause tnlmor and clonic C(Jilvuhions in experimental anillllll5. A high eonccntracion in air I'TIIY be irrilllnt to tlu! 
eyes and contact whb the conccntnued product may induce a temporary tingling sensa lion, partieulllrly on the face. 
It mllY be hnanlow if swallowed. Do not inhale spmy mi$1. Avoid skin collUICt: wcu proleclive glo\'1:$, dun 
]imte<:live clothing, and 11 face nwk (swgical type) when handling the produd. Wll!h h:ux.IJ and t::~:posed skin 
thorouahly a ncr using. 

Keep contalnena:oul of reach of children and well away from fucxUmiTs arnhnitn:~l feed and thcircootalners. 
lfpolroning occun. calla physician. Trea!mcnt iJ symptomatic. 

Blrenlluin b toxk: co aqt~~~tic wildlirc. A._.oid acckkncal t:anlamifwlon or water, 

2. Methods of determlnlng chemical and physical properties 

2.1 Blfentbrln content 

2.1.1 Outlineofmethod 

This test method describes the analysis of technical bifcnthrin and several of its 
formu1ations. Improved column technology and method optimization have yielded 
a method which give resu1ts equivalent or superior to previous methods . 

Bifenthrin is determined by comparison to an internal standard, octacosane. A test 
solution containing a lmown concentration of octacosane is utilized by comparing 
instrument response (peak area) of the internal standard to the relative response of 
bifentbrin, taking into account the amount of sample being analyzed. 

2.1.2 Apparatus 

Analytical Do lance. Capable of accurately weighing to 0.1 mg or equivalent. 
Centrljilge. 
GO$ Chromarograph. Capable of operating over the range 100 to 300°C, fitted 
with a flame ionization detector and data collection system and if possible an 
autosampler. 
Graduated Cylinder. 500 mL. 
Reciprocating Shaker. 
V"zols, Minimum 40 mL capacity, with poly-lined cap. 
Volumetric Pipetre. 

Page 2 of.lf !/-
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WHO/JSffC/4 tS/2001 

Magnetic Slirrer and stir bar. 

BIFENTHIN 
TECHNICAL 

Column. Mega bore DB-21 0, 30 meter length, 0.53 mm internal diameter, film 
thickness 1 p.m.; maximum temperature (isothermal) 200 °C. Available from J&W 
Scientific, or equivalent. 

2.1.3 Reagents 

Octacosatte, Eastman Kodak Chemical Co or equivalent. 
Heptane. 
Acetone. 
Difenlltrln, Analytical Standard Grade, available from FMC Corporation, 
Agricultural Chemical Group, Princeton, NJ, USA. 

2.1.4 Analylical instrument parameters 

Gas Chromatograph parameters (all conditions may be adjusted to optimize 
results): 

Oven Temperature: 
Injection Port Terpperature: 
Detector Temperature: 

205°C 
240°C 
300°C 

Data Station Parameters: (all parameters may be modified to optimize results): 

RunTime: 
Chart Speed: 
Zero: 

2.1.5 Determlnah'o11 of response factor "RF' 

8 minutes 
0.5 em/min 
5% full scale 

Weigh 0.1 g of the analytical standard, to the nearest O.OOlg, and place into a vial. 

Prepare an internal standard stock solution by weighting 2.5 g octacosane, to the 
nearest 0.01 g, and placing it into a bottle with a capacity of at leitst 1000 mL. To 
this add 700 mL of heptane and 175 mL of acetone, which have been measured by 
a graduated cylinder. Mix well using a magnetic stirrer. 

Pipette 40 mL of the internal standard stock solution to the via1 containing the 
analytical standard; mix on reciprocating shaker until dissolved. 

Inject 1 J.1L of the standard solution into the gas chromatograph. 

Obtain several chromatograms and measure the peak areas of the internal standard 
and bifenthrin. 

Calculate response factor by the following fonnula: 

Page 3 or fit/. 
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Where: 

2.1.6 

A" ~ Area internal standard 
A.., ~ Area bifenlhrin 
WT.., ~ Weight of standard 
WTis ~ Weight of internal standard 
P., ~ Purity ofbifenthrin standard 
p" ~ Purity of intemnl standard 

Sample preparation 

DJFENTHIN 
TECHNICAL 

Bifent/lrln teciJnical. weight 0.1 g into n vial. Add 40 mL of internal standard 
stock solution and mix on reciprocating shaker until dissolved. 

Inject l J.LL portions of the sample solutions, obJaining three replicate injections for 
each. Run a standard iqjection series after every three or four samples. 

CalculnJe percent(%) active ingredient bifcnthrin by the follo_wing formula: 

Where: = ·Area ofbifenthrin in sample 
= Internal standard weight 
= Response Factor 
= Area of internal standard peak 
= Sample weight 

Page 4 ofjif-
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bifenthrin Insecticide, 

pyrethrold 

(Z)-(15)-c/g. 

NOMENCLATURE 
Common name blfenthrfn (BSI. ANSI, draft E·ISO}; blfenthrine ((f) draft F-150} 
IUPAC name 2-mothylbiphen~-3-ylmeth~ (Z)-(1 RS.3RS)-3-(2-ohloro·= 
3 ,3,3-trifluoroprop-1-enY0·2.2-dlmethylcyclopropa.necarboxylate 
Ro_th: 2 -methylblphenyi..J-ylmethyl (Z)·(1 RS)·ds-3-(2-chloro• 3,3,3-trlfluoroprop·= ~ 
1-enyl)-2.2-dimethylcyclopropanecarboxylate 
Chemlal Abstrac:ts name (2-moth~[1.1'·blphonyl]-3-yl)methyl 3-(2-ohloro-= 
3,3,3-trlfluoro-1-propenyl)-2.2-dlmethy/cydopropanecarboxylate 
CNl RN [82657-04-3] Development oodes FMC 54 BOO 
Ofllclal oodes OMS 3024 

COMMERCIAUSATION 
History Insecticide and acaricide reported by H. j. H. Doe! et of. (Meded. Foe. 
Londbouwwet Rijksunlv. Gent., 1984, 49, 929} and A. R. Crossman et ol. (ibid., 
p. 939). Introduced by FMC Corp. Manufacturers FMC 

f f R hlft!nthrin 
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DP BARCODE, D288051 

CASE' 072204 
SUBMISSION' S628277 

DATA PACKAGE RECORD 
BEAN SHEET 

DATE' 01/29/03 
Page 1 of 1 

CASE TYPE' 
RANKING 
CHEMICALS' 

* * * CASE/SUBMISSION INFORMATION * * * 

REGISTRATION 
10 POINTS () 
128825 Bifenthrin 

ACTION, 166 RESB NEW PRO-OC-MIN CHG 

(ANSI) 

ID#' 070506-RI BIFENTHRIN TECHNICAL INSECTICIDE/MITICIDE 
.COMPANY' 070506 UNITED PHOSPHORUS INC 

99.4000%' 

PRODUCT MANAGER' 03 ARNOLD LAYNE 703-305-6249 ROOM, CM2 212 
PM TEAM REVIEWER' SUSAN STANTON 703-305-5218 ROOM' CM2 237 
RECEIVED DATE' 01/15/03 DUE OUT DATE' 07/14/03 

* * * DATA PACKAGE INFORMATION * * * 

DP BARCODE' 288051 EXPEDITE' N DATE SENT' 01/29/03 DATE RET.' I 
·~EMICAL: 128825 Bifenthrin (ANSI) 

TYPE: 001 Submi~sion Related Data Package 
S'-~ -q_J CSF' y LABEL' y 

ASSIGNED TO DATE IN DATE OUT ADMIN DUE DATE' Go6/18/03 
DIV ' BRl\N' 
SECT' 
REVR ' CONTR' 

• 

RD I I I I NEGOT DATE: I 
TRB I I I I PROJ DATE' I 
CHEM I I I I 

I I I I 
I I I I 

* * * DATA REVIEW INSTRUCTIONS * * * 

Attn: Resubmission in.~esponse to Linda Kutney's 12/12/02 
review (0285142) 

On behalf of United Phosphorus, ChemReg has submitted 
additional data/information and a corrected CSF to address 
deficiencies noted in Linda 1 s original review. Please 
review the company's response, including the new CSF and 
data (MRID#458380-0l), and determine whether it adequately 
addresses TRB's concerns. Copies of the cover letter, data 
and CSF are attached, along with TRB's original review and 
the company's original product chemistry submission (for 
reference.). 

If you need anything else, please give me a call. 

Thanks, 
Susan Stanton 

* * * DATA PACKAGE EVALUATION * * * 

No evaluation is written for this data package 

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * * 

I 
I 

I 

DP BC BRl\NCH/SECTION DATE OUT DUE BACK INS CSF LABEL 
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DATE: 

SUBJECT: 

FROM: 

TO: 

DPBARCODE: 
EPA REG. NO.: 
REGISTRANT: 
USE: 

INTRODUCTION: 

May20, 2003 

Product Chemisl!y Review ofBifenthrin Teclmical 

Linda L. Kutney ~(._~ 
"''"-'/03 Product Chemistry Team 

Technical Review Bmnch/RD (7505C) 

Cynthia Giles-Parker, Susan Stanton PM 3 
Insecticide Branch/ RD (7505C) 

D288051 
70506-RI 
United Phosphorus, Inc. 
Insecticide 

United Phosphorus, Inc. has submitted additional product chemisl!y data to support the 
registration of "Bifenthrin Technical. Insecticide/Miticide" in response to TRB's 12/11/02 
review, D285142. The revised proposed basic CSF.is dated 1/9/03. 

This proposed label is for inseciticide/miticide non-food use. including as a tenniticide 
and soil contact nonfumigation treatment. as wood treatment and protection, as outdoor insect 
control. on ornamental plants, trees, shrubs and woody vines, residentia1 lawns and for indoor 
insect control., spot or crack and crevice treatment in non-food areas. Use in food or feed areas . 
is prohibited. The product chemisl!y data has been submitted under 45838001 and previously 
under MR!Ds45654401,45654402 and 45654403 . 

In their letter of 4/8/02, United Phosphorus claimed similarity to FMC's Bifenthrin 
Technical, Reg. No. 279-3055, containing 94.0% ofBifenthrin ai, and a minimum of97% cis 
isomers and a maximum of3% of trans isomers. as listed on the label accepted 6/21/01. No 
minimum of trans Bifenthrin isomers was included on the approved label. 

-1-
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SUMMARY OF FINDINGS: 

I. The description of materials used to produce the product satisfies tl1e data requirements of" 
guidaline 830.1600 (40CFR§ 158.160). 

2. The deseription of production process satisfies the data requirements of guideline referenSl' 
830.1620 (40CFR§l58.162). 

3. The discussion on the fonnation of impurities satisfies the data requirements ofguideline......­
reference 830.1670 (40CFR§ 158.167). 

4. Data requirements for oxidation-reduction, flammability, explodability ,pH, melting point, 
boiling point, density, and dissociation constant now satisfY the data requirements of guideline"/ 
references 830.6314, 830.6315,830.6316,830.7000, 830.7200,830.7220, 830.7300, and 
830.7370, respectively . 

5. The density and pH ore now included in blocks 7 and 8 of the revised CSF, in agreement withv 
the study results, as required 

6. The "non-applicable" flash point given in block 9 of the CSF is now supported by study ./ 
results, as required. 

7. The chemical name for bifenthrin is now included in column I 0 of the CSF, as required. v 

8. The minimum and maximums listed in column JO for cis and trans isomers ofbifenthrin 
correspond to the fractions of total bifenthrin. The minimum amount of cis isomer given in "' 
column I4b and thC maximum va.Iue of trans isomer given in column 14a of the CSF are 
calculated correctly. 

9. The Aoalytical Method (guideline reference 830.1800, 40CFR158.180) indicates that cis and' 
trans bifenthrin is adequately separated and quantitated 

10. The Registrant has agreed that samples will be submitted to the Agency laboratory upon v 
registration of the product Guideline 830.1900, (40CFR158.190) is satisfied. 

-2-

133 



.. 

CONCLUSION: 

TRB has determined that Bifenthrin Technical Insecticide/Miticide is not substantially 
similar to FMC's Bifenthrin Technical, Reg. No. 279-3055, from a physical chemistry standpoint 
due partly to the fact that it has a density of3.831b/gal. as opposed to JO.Siblgal for FMC's 
Bifenthrin Technical, Reg. No. 279-3055. In addition the minimum concentration of the active 
cis portion ofBifenthrin does not fall between the UCL and LCL for the cited, registered 
product. 

The proposed CSF, dated 218102 is acceptable with the comment we recommend column 
I 0 of the CSF be revised to list the parenthetical expressions as follows: 

~that the cis isomer include the statement '97% minimum oftotnl Bifenthrin' and the t:~P ~/:: 
- ~trans isomer include the statement "3% maximwn oftotal Bifenthrin' for additional clarity. 1-; j ,j'~3 

For full registration, United Phosphorus must submit the following SubgroypB physical ;;/'Jo 

• 

chemical studies (See 40CFR Section 190): 

STUDY: 

Stomge stability 
Corrosion Characteristics 

The following product chemistry requiremenJs are still not satisfied: 
Par/ilion coefficient (n~octlwater)shake flask method 
Water Solubility column elution method, shake flask method 

Solubility in organic solvents 

-3-

GUIDELINE 
REFERENCE#: 

830.6317 
830.6320 

830.7550 
830.7840 
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BARCODE:D285142;Reg. No. 70506-RI PRODUCT: Bifenthrin Te!:h.lnsecticide!Miticjde 

830.1550. Product Identity; 

Common Name: Bifenthrin Technical 

Chemical Name: "(2·methyl[l,l'·biphenyl]·3·yl)metltyl-3-(2-chloro-3,3,3·trifluoro·l-
propenyl)-2;2-dimethylcyclopropenecarboxylate.'' 

CAS No.: 82657-04-3 for cis isomer, 83322-02-3 for trnns isomer 

PC Code No.: 128825 for cis and trans mix 

Empirical fonnula: C23 H22 Cl F3 02 

8 Molecular Weight: 422.9 g/Mole 

• 

Structural fonnula and additional product identity data (from MRID 456544-01) 

. 'IGI<le NUt .. : 

M"""'ulnr """""t.o.' 
Mole""h,.. w .. J~;h" 
Suu~"t\U't!J J'.........a: 

c.,u.,cu,,o, 
•l:l.1.D 

_....,...._,~~ 
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BARCODE:D285142;Reg. No. 70506-Rl PRODUCT: Bifenthrin Tech.lnsecticjde!Miticide 

REVIEW OF PRODUCT CHEMISTRY, OPPTS 830 SERIES 

Table 1: Manufacturing and lmputitv Data for United Phosohorus 's Bifenthrin TITGAI. 

GLN Requirement MRlD Stat Details and/or Deficiency 
us' 

830. Product CSF A Nominal concentrations and certified limits 
1550 identity and 1/9/03 for the AI & all the impurities Provided in 

composition 45654401 the CSF agree with the study results in 
MRID 45654401. 

830. Description 45654401 A The product specification sheets (MSDS) 

• 1600 of materials for the starting materials were submitted. 
used to 
produce 
oro duct 

830. Descljption 45654401 A The registrant provided detailed 
1650 of information about the synthesis of the 

production technical. Amounts of each starting 
process material and the conditions of the reaction 

were orovided. 

830. Discussion 45654401 A The registrant provided the required 
1670 of formation information on the formation of impurities. 

of impurities 

• 830. Preliminary 45654401 A Method validation indicates that the method 
1700 analysis is adequate for the determination of the ai. 

Analysis was conducted on 5 production 
batches of the ai. 

830. Certified 1/9/03 A The certified limits given in the CSF are in 
1750 limits CSF al!reement with the studv. 

·5· 
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Table 1: Manufacturing and lmpuritv Data for United Phosnhorus 's Bifenthrin TffGAI. 

GLN Requirement MRlD Stat Details and/or Deficiency 
us' 

830. Enforcement 45654401 A "HPLC Method for Determination of 
1800 analytical Bifenthrin" Compilation Report UP!-

method Bifentec-A., dated 3/19/02. 
Bifenthrin test sample is dissolved in HPLC 
grade acetonitrile, and an aliquot is 
subjected to reverse phase LC. The cis and 
trans isomers are combined in a single LC 
peak and then separate quantitation 
accomplished using UV detection at 254 

• IlJTl, using external standard quantitation . 

830. Submission 1/15/03 N Samples will be provided prior to 
1900 of Samples ChemReg. registration. 

Letter 

1 A= Acceptable; N ~Unacceptable (see Deficiency); N/A =Not Applicable . 

• 

-6-
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BARCODE:D285142;Reg. No. 70506-RJ PRODUCT: Bifenthrill Tech.Insecticide!Miticide 

Table 2: Ph sical and Chemical Properties for the BIFENTHRIN technical. 

GLN Requirement MRlD Stat- Result or Deficiency 
us' 

830.6302 Color 45654402 A White 

830.6303 Physical state 45654402 A Solid Powder 

830.6304 Odor 45654402 A None 

• 830.6313 Stability to normal & 45654403 A Waiver Granted. Material 
elevated temperatures, Letter of is stored and shipped in 
metals, and metal ions. 1/15/03 HDPEwnot in contact with 

metal. 

830.6314 Oxidation Reduction: 45654401 A Not reported to contain 
chemical incompatibility oxidizing or reducing 

a12:ents. 

830.6315 Flammability 45654401 A Not flammable 

830.6316 Explodability 45654401 A Does not contain 
exolosive com_ponents 

830.6317 Storage stability 45654403 N No significant change 
noted after storage at 

• 54 ±2 C for 14 days . 

Stability Testing at 3,6, 9, 
12, 18, and 24 months is 
required for fuU 
reJristration. 

830.6319 Miscibility - NA Not a liauid at 20 C. 

-7-
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Table 2: Ph• sica! and Chemical Prooerties for the BJFEN11fRIN technical . 

GLN Requirement MRID Stat- Result or Deficiency 
us1 

830.6320 Corrosion characteristics 45654403 N No significant change was 
noted after storage at 
54± 2 C for 14 days. 

Corrosion· Characteristics 
Testing at 3,6, 9, 12, 18, 
and 24 months is required 
for full re12:istration. 

830.6321 Dielectric Breakdown - A Not Required. Not used 

• Voltage around electrical 
eauioment. 

830.7000 loR 45654401 A 6.52 + 0.03 

830.7050 UVMsible absorption - A NA Not a liauid at 20 C. 

830.7100 Viscosity - A NA Not a1iauid at 20 C. 

830.7200 Mellin~ ooint/ran~e 45654401 A 68-71 c 
830.7220 Boiling ooint/range - A NA Not a liauid at 20 C. 

830.7300 Density/relative density/ 45654401 A Density 0.4593 ~ 3.83 
bulk density lb/gal 

Soecific gravitv 0.3762 

• 830.7370 Dissociation constant in 45654401 A NA Product does not 
water ionize in water 

830.7550 Partition coefficient - N 
(n-octanoVwater) shake 
flask method 

830.7840 Watersolubility: column - N 
elution method; shake 
flask method 

Solubility in organic 
solvents 

-8-
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Requirement MRID Stat- Result or Deficiency 

1 A~ Acceptable; N ~Not Acceptable (see Deficiency); NA ~Not applicable. 
' " 

• 

• 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

January 8, 2003 

MEMORANDUM 

Product Name: BIFENTHRIN TECHNICAL INSECTICIDE/MITICIDE 
EPA File Symbol: 70506-RI 
DP Barcode: D285143 
Case No: 072204 
Submission: S620915 
Chemical: 128825 Bifenthrin 

From: Byron T. Backus, Ph.D., Toxicologist 
Technical Review Branch 
Registration Division (7505C) 

To: Susan Stanton/Arnold Layne. PM 03 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 

Registrant: UNITED PHOSPHORUS INC .. 

OFFICE OF 
PREVEtlTION, PESTICIDES 

AND 
TOXIC SUBSTANCES 

ACTION REQUESTED: "United Phosphorus, Inc. has submitted an application to 
register a new bifenthrin technical product, claiming substantial similarity to FMC's 
registered technical. They wish to rely on acute toxicity data for FMC's technical to fulfill 
all of the acute tox requirements except oral and dermal toxicity. They have submitted 
their own oral toxicity (MRID#456544-04) and dennal toxicity (MRID#456544-05) 
studies. Please determine whether the submitted studies are acceptable and whether 
they may rely on FMC's data for the other acute toxicity requirements (i.e., is the 
product substantially similar to FMC's registered technical). Copies of the labels and 
CSFs for the new product and ctled product (EPA Reg. No. 279-3055) are included for 
your information and review. Note: I was unable to locate a review of the cited acutes; 
however, I have a very recent draft risk assessment for bifenthrin from HED which 
includes the acute tox profile for bifenthrin technical based on the cited studies, except 
the inhalation study .. .' 

1 
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BACKGROUND: According to the copy of the proposed label received by TRB, this 
product [EPA File Symbol: 70506-RI: Bifenthrin Technical Insecticide/Miticide] has the 
following ingredient declaration: 

Active Ingredient: 
Bifenthrin (2-methyl[1,1'-biphenyl]-3-yl) methyl 3-(2-chloro-3,3,3-trifluoro-1-
propenyl)-2,2-dimethylcyclopropanecarboxylate' ........................................ 99.4% 

Inert lngredients: ....................................................................................................... 0.6% 

As part of this package, TRB has received the following two acute toxicity studies: 
acute oral LD50 in rats (MRID 45654404); and acute dermal LD50 in rats (MRID 
45654405). 

COMMENTS AND RECOMMENDATIONS: 

1. The two submitted acute toxicity studies (MRIDs 45654404 and 45654405) have 
been reviewed and have been classified as .acceptable . 

2. While the dermal toxicity study (MRID 45654405) has been classified as acceptable, 
The report states that in one preliminary range finding study mortality (in 1/4 rats at 
500 mglkg, 1/4 at 1000 rng/kg, and 2/4 at 2000 mg/kg) was observed; this was 
followed by a "main study" at 700, 1260 and 2268 mg/kg. "As sufficient mortality was 
not observed in the main study, the dose range finding study was conducted again 
using the dose levels of 500, 1 000 and 2000 mg/kg ... and the percent mortality 
observed was 0, 25 and 25, respectively." This information is considered as 6(a)(2) 
data [refer to CFR40 §152.125], and a more detailed report (which should include 
how the test material was applied and differences, if any, between the protocol(s) 
used in the preliminary studies and the final study} should be submitted to the 
Agency. 

3. From the summary listing of the acute toxicity profile of Bifenthrin, it is noted that 
a primary eye irritation study in MRID 00132522 indicates the existing (FMC) 
registration for technical bifenthrin is in toxicity category IV by this exposure route. 
Because there may be subtle physical and/or chemical differences between the two 
technicals, TRB recommends that, in lieu of an actual eye irritation study for the 
proposed United Phosphorus Bifenthrin Technical, that it be placed in toxicity 
category Ill in terms of eye irritation potential. This is consistent with the proposed 
labeling for this product (which includes a FIRST AID statement for eye exposure, as 
well as the precautionary statement: "Causes moderate eye irritation." The remainder 
of the precautionary labeling (addressing inhalation toxicity, dermal irritation 
and dermal sensitization potentials) should then be consistent with the existing 
labeling for FMC technical bifenthrin. 

2 
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4: Based on the results of the reviewed acute toxicity studies, as well as the 
considerations indicated above, the following is the acute toxicity profile for 
EPA File Symboi70506-RI BIFENTHRIN TECHNICAL INSECTICIDE/MITICIDE: 

Acute Oral LD50 
Acute Dermal LD50 
Acute Inhalation LCSO 
Primary Eye Irritation 
Primary Dermal Irritation 
Dermal Sensitization 

Acceptable 
Acceptable 
Cited 
Cited 
Cited 
Cited 

Tax. Cat. II (MRID 45654404) 
Tax. Cat. Ill (MRID 45654405) 
Tax. Cat. Ill(?)' 
Tax. Cat. Ill" 
Tax. Cat. IV 
Negative 

'Summary sheet indicates no existing inhalation toxicity studies. Label for this 
proposed product is consistent with toxicity category Ill, and this is acceptable if 
the FMC product is also in toxicity category Ill by this exposure route. 

"Summary sheet indicates the FMC product is in toxicity category IV by this 
exposure route. As slight ph)'sical and/or chemical differences may impact on 
eye irritation potential, TRB recommends that, in lieu of a primary eye irritation 
study on the United Phosphorus Technical Bifenthrin, that it be assigned to 
toxicity category Ill by this exposure route. This is consistent with the labeling 
proposed for this product by United Phosphorus. 

5. Based on the acute toxicity profile given above and based on the proposed label use 
directions, the following is the precautionary labeling for this product, as obtained 
from the Label Review System: 

PRODUCT ID #: 070506-00018 

PRODUCT NAME: BIFENTHRIN TECHNICAL INSECTICIDE/MmCIDE 

PRECAUTIONARY STATEMENTS 
SIGNAL WORD: WARNING 

Hazards to Humans and Domestic Animals: 

May be fatal if swallowed. Harmful if absorbed through skin. Harmful if Inhaled. causes moderate eye 
Irritation. Avoid breathing dust Wash thoroughly with soap and water after handling and before eating, 
drinking, chewing gum, or using tobacco. Remove and wash contaminated dothlng before reuse. 
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First Aid: 

If swallowed: 
-can a polson control center or doctor Immediately for treatment advice. 
-Have person sip a glass of water if able to swallow. 
-Do not Induce vomiting unless told to by a polson control center or doctor. 
-Do not give anything to an unconscious person. 

If on skin: 
-Take off contaminated dothlng. 
-Rinse skin Immediately with plenty of water for 15-20 minutes. 
-can a polson control center or doctor for treatment advice. 

If Inhaled: 
-Move the person to fresh air. 
-If person Is not breathing, call911 or an ambulance, then give artlfldal respiration, preferably mouth-to-
mouth If possible. 
-Call a polson control center or doctor for further treatment advice. 

If In eyes: 
-Hold eye open and rinse slowly and gently with water for 15-20 minutes . 
-Remove contact lenses, If present, after the first 5 mlnutes,·then continue rinsing. 
-can a polson control center or doctor for treatment advice. 

NOTE TO PHYSICIAN: Note to PM/CRM/Reglstrant: The proposed label should contain a "Note to 
PhysJdan". The following statements are suggested types of Information that may be lnduded, If 
applicable: -technical Information on symptomatology;- use of supportive treabnents to maintain life 
functions; - medldne that wilt counteract the specific physiological effects of the pestfdde; - company 
telephone number to specific medical personnel who cari provide specialized medical advice. 

Have the product container or label with you when calling a polson control center or doctor or going for 
treatment You may also contact 1-aoo-xxx-xxxx for emergency medical treabnent Information • 
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DATA REVIEW FOR ACUTE ORAL TOXICITY TESTING (870.11 00, formerly §81-1) 

Product Manager: 03 
MRID No.: 45654404 

Reviewer: Byron T. Backus, Ph.D. 

CITATION: Tiwari, V.K. Acule Oral ToxicHy Study of Bifenthrin Technical in Rats. JRF Study No. 
3415. Unpublished study prepared by Department ofToxicology, Jai Research Foundation, 
Vaivada 396108, Gujarat, India. Final Report Date: FEB-9-2002. MRID 45654404. 

SUBMIITER & SPONSOR: UNITED PHOSPHORUS INC. 

TEST MATERIAL: Bifenthrin Technical; (2-methyl[1,1'-bipheny1]·3-yl)methyl 3-(2-chloro-3,3,3-
trifluoro·1-propenyl)·2,2-climethylcyclopropanecarboxylate; CAS 82657·04-3; purity 99.2%, a 
white powder 

SPECIES: Rat, Wistar 
AGE( at dosing): young adult, 9 weeks 
WEIGHT (presumably fasted): Males: 204-270 g; Females: 194·235 g 
SOURCE: Breeding facility, Jal Research Foundation 

EX!;CUTIVE SUMMARY: In an acute oral toxicity study (MRID 45654404), fasted (17+ hrs) 
young adult (9 week old) Wlstar rats (5 males and 5 females/dose/eve/) were orally 
gavaged with Bffenthrln Technical (a white powder containing 99.2% active) In peanut oil 
at a constant dose volume of 10 mUkg. Doses In the main study were 0 (vehicle only), 
50, 79 and 125 mglkg. 

At 50 mglkg 0/SM & 215F died; at 79 mglkg 4/SM & 215F died; at 125 mglkg 515M & 3/5F 
died. All deaths were within 24 hours of dosage. Symptoms at all dose levels Included 
tremors and nasal discharge; other observations (at 79 mg/kg and above) included 
abdominal breathing, nasa/Irritation and piloerection. At 125 mglkg symptoms also 
Included tonic-clonic convulsions In all animals. Survivors were generally normal by Day 
3. All survivors had weight gains from Day 0 to Day 7 and again from Day 7 to Day 14, 
with the exception of one 50 mg/kg female whO- had the same bodywe/ght on Day 7 and 
Day14. 

The rats which died showed findings which Included mottling or congestion of the liver 
and mottling or congestion of the lungs. 13116 rats found dead had pulmonary 
congestion, and It Is reported that this is a common finding In dead animals with no 
particular pathological significance. Findings In terminally sacrificed animals were 
categorized as spontaneous/accidental. 

Oral LD50 Males= 66.19 (95% C.L. of 54.48 to 77.90) mglkg 
Oral LD50 Females= 91.89 (95% C.L. of26.67 to 316.63) mglkg 
Oral LD50 Combined= 74.90 (95% C.L. of 57.29 to 97.92) mglkg 

Bifenthrln technical, a white powder containing 99.2% active Ingredient, Is In toxicity 
category /lin tenns of oral toxicity. 

Study C/ass/f/catlon: Acceptable 
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······---------------
COMPLIANCE: Signed and dated GLP Compliance (p. 3), Quality Assurance (p. 5), and [No] 
Data Confidentiality (p. 2) statements were provided. 

Procedure (Including deviations from 870.1100): Following preliminary range-finding testing, 
ufour groups of rats, each dose group comprising 5 males and 5 females, were randomly 
selected and three groups were given a single dose of bifenthrin technical at dose levels of 50, 
79 and 125 mglkg ... As the test substance is insoluble in water, it was suspended in peanut oil at 
the required concentrations prior to dosing. The dose solution was stirred to ensure that there 
were no visible precipitates. Another group was administered peanut oil at a constant dose 
volume of 10 mUkg ... as control. A dose volume of 10 mUkg body weight was calculated for 
each rat. All animals were dosed once by gavage (day· a) using a metal cannula ... Animals were 
deprived of feed for seventeen hours and fifteen minutes prior to dosing and then three hours 
after dosing.' 

Results· . 
Number of Deaths/Number Tested 

Dosage (mg/kg) 
Males Females Total 

0 (vehicle only) 015 0/5 0/10 

50 0/5 
. 

2/5 2/10 

yg 4/5 2/5 6/10 

125 515 3/5 8/10 

Observations: All deaths were within Z4 hours of dosage. Symptoms at all dose levels Included 
tremors and nasal discharge; other observations (at 79 mg/kg and above) included abdominal 
breathing~ nasal irritation and piloerection. At 125 mg/kg symptoms also included tonic~clonic 
convulsions in all animals. Survivors were generally normal by Day 3. All survivors had weight 
gains from Day 0 to Day 7 and again from Day 7 to Day 14, with the exception of one 50 mglkg 
female who had the same bodyweight on Day 7 and Day 14. 

Gross Necropsy: The rats which died showed findings which included mottling or congestion of 
the liver and mottling or congestion of the lungs. 13/16 rats found dead had pulmonary 
congestion, and it is reported that this is a common finding in dead animals with no particular 
pathological significance. Findings in terminally sacrificed animals were categorized as 
spontaneouS/accidental. 
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DATA REVIEW FOR ACUTE DERMAL TOXICITY TESTING (870.1200, formerly §81-2) 

Product Manager: 03 
MRID No.: 45654405 

Reviewer: Byron T. Backus, Ph.D. 

CITATION: TIWari, V.K. Acute Dermal Toxicity Study of Bifenthrin Technical in Rats. JRF Study 
No. 3416. Unpublished study prepared by Department of Toxicology, Ja! Research Foundation, 
Valvada 396108, Gujarat, India. Final Report Date: FEB-9-2002. MRID 45654405. 

SUBMITTER & SPONSOR: UNITED PHOSPHORUS INC. 

TEST MATERIAL: Bifenthrin Technical; (2-methyl[1, 1'-biphenyl]-3-yl)methyl 3-(2-chloro-3,3,3-
trlfluoro-1-propenyl)-2,2-dimethylcyclopropanecarboxylate; CAS 82657-04-3; purity 99.2%, a 
white powder 

SPECIES: Rat, Wistar 
AGE( at dosing): not stated; presumably young adult (consistent with body weight data) 
WEIGHT: Males: 229-282 g; Females: 216-259 g 
SOURCE: Breeding facility, Jai Research Foundation 

EXECUTIVE SUMMARY: In an acute dermal toxicity study (MRID 45654405), groups of 5M 
& 5F young adult Wlstar rats were dermal/y exposed for 24 hrs (occluded exposure) to 
either 2000 mglkg Bffenthrln technical (a white powder with 99.2% purity) mixed with an 
unspeclned amount of peanut oli "to give a slurry," or to 0.2 mL of peanut oil alone. 

There were no mortalities. 9/10 of the rats exposed to bffenthriiJ showed symptoms 
(tremors) on Day 3, and two of these rats (both males) also had tremors and piloerection 
on Days 1/-5. All rats were normal from Day 6 through Day 14. All5 males had bodywe/ght 
gains In the period from Day 0 to Day 7, but all5 females had weight losses during this 
period; 515 males and 415 females had bodyweight gains In the period from Day 7 to Day 
14. 

Necropsy findings (pinpoint lung hemorrhages in one male; bilateral uterine hydrometra 
In one female) were considered spontaneous and unrelated to exposure to bifenthrin. 

The report states that In one preliminary range finding study mortality (In 114 rats at 500 
mglkg, 114 at 1000 mglkg, and 214 at 2000 mglkg) was observed; this was followed by a 
1'ma/n studY' at 700, 1260 and 2268 mglkg. '1As sufficient mortality was not observed In 
the main study, the dose range finding study was conducted again using the dose levels 
of 500, 1000 and 2000 mglkg .•. andthe percent mortality observed was 0, 25 and 25, 
respectively." This information is considered as 6(a)(2) data, and a detailed report should 
be submitted to the Agency. 

Dermal LD50 Males > 2000 mg/kg (015 died at this dose level) 
Dermal LD50 Females > 2000 mglkg (015 died at this dose level) 
Dermal LD50 Combined > 2000 mglkg (011 0 died at this dose/eve/) 

Bifenthrln technical, a white powder containing 99.2% active, Is In toxicity category Ill in 
terms of dermal toxicity, based on the dermal LD50 > 2000 mg/kg. 

7 

151 



•• 

• 

• 

Study Classification: Acceptable 

COMPLIANCE: Signed and dated GLP Compliance (p. 3), Quality Assurance (p. 5), and [No] 
Data Confidentiality (p. 2) statements were provided. 

Procedure [Including deviations from 870.1200): "A dose range finding study for bifenthrin 
technical was performed using four (2 male and 2 female) animals per group. The per cent 
mortality observed were 25, 25 and 50 at the dose levels of 500, 1000 and 2000 mglkg body 
weight. Based on above results, main study was conducted at the dose level of 700, 1260 and 
2268 mg/kg body weight. As sufficient mortality was not observed at the main study, the dose 
range finding study was conducted again using the dose levels of 500, 1000 and 2000 mglkg 
body weight and the per cent mortality observed was 0, 25 and 25, respectively. Therefore, the 
study was conducted as a limit study using 2000 mglkg body weight." 

"Depending on the result of the range finding study, two groups of rats, comprising 5 males and 
5 females per group, were randomly selected ... and one group was given dermal application of 
bifenthrin technical at the dose level of 2000 mg/kg body weight. As bifenthrin 1echnical was 
insoluble in water, the measured/calculated quantity of bifenthrin technical was mixed with 
peanut oil, to give a slurry, for even application on the exposed part of the skin. The other group 
of ten animals (5 male and 5 female), which served as control, was simultaneously treated with 
0.2 ml of peanut oil and maintained in similar experimental conditions. The test substance was 
held in contact with the skin With a porous gauze dressing (not more than 8 ply) and Medi tape 
330 hypoMallergic surgical tape .. .throughout the 24 hour of exposure period to prevent 
evaporation of the test substance and to ensure that the animals did not ingest it. At the end of 
the exposure period, the residual test substance was removed using cotton moistened with 
distilled water." 

Results· . 
Number of Deaths/Number Tested 

Dosage (mglkg) 
Males Females Combined 

0 . 015 015 0110 

2000 0/5 015 0110 

Observations: None of the rats showed any clinical signs from Day 0 to Day 2. 515 males and 
4/5 females had tremors on Day 3; all but 2 males had recovered the following day. The 2 
males showed tremors and piloerection on Days 4 and 5, but were normal on Day 6. All 5 males 
gained weight in the period from Day 0 to Day 7, while all 5 females lost weight during this same 
period. All males continued to gain weight in the period from Day 7 to Day 14, but one female 
lost weight during this period and 3 others, although gaining some weight, had still lost a few 
grams from their initial (Day 0) weight. 

Gross Necropsy: 2000 mg/kg: 3/5 males and 415 females had NAD (No abnormalities 
detected). One male had pin-point hemorrhages (mild) of the lungs; the other male had blotched 
kidneys and a few pinMpolnt hemorrhages of the lungs. One female had partial consolidation in 
the right cranial lobe of the lung. 
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ACUTE TOX ONE-LINERS 

1. bP BARCODE: D285143 
2. PC CODE: 128825 Bifenthrin 
3. CURRENT DATE: January 8, 2003 
4. TEST MATERIAL: EPA File Symboi70506-RI; Bifenthrin Technical; (2-methyl[1,1'-biphenyl]· 
3-yl)methyl3-(2-chloro-3,3,3-trifluoro-1-propenyl)·2,2-dimethylcyclopropanecarboxylate; CAS 
82657-04-3; purity 99.2%, a white powder 

Study/Species/Lab MRID Results Tox. Core 
Sludv #/Date Cat. Grade 

Acute oral toxicity/rat/ Jai 45654404 LD,.(M) = 66.2 (54.5-77.9) mg/kg; LD00(F) = II A 
Research Foundation 91.9 (26.7-316.6)mg/kg; LD,. (Combined)= 
Gujarat India/Study No. 74.9 (57.3-97.9) mg/kg. Dose levels: 50, 79 & 
3415/FEB-9-2002 125 mglkg of test male rial in peanut oil at a 

constant dose volume of 10 mUkg, Symptoms 
at all dose levels included tremors and nasal 
discharge; other observations (at 79 mg/kg and 
above) Included abdominal breathing, nasal 
irritation and piloerection. At 125 mg/kg 
symptoms also included tonic-clonic 
convulsions. Survivors were generally normal 
by Day 3. 

Acute Dermal Toxicity/rat/ 45654405 There were no mortalities among SM & SF Ill A 
Jai ResearCh FoundatiOn dermally exposed to 2000 mg/kg. 9/10 rats 
Gujarat India/Study No. had tremors on Day 3, and 2 of these (both 
3416/FEB-9-2002. males) had tremors and piloerection on Days 

4·5. All rats were normal Days 0-2, Days 6-15. 
All 5M had bodyweight gains in the period from 
Day 0 to Day 7, but aii5F had weight losses; 
5/5 males and 415 females had bodyweight 
gains in the period from Day 7 to Day 14. 
Necropsy findings (pinpoint lung hemorrhages 
In one male; bilateral uterine hydrometra in one 
female) were considered spontaneous and 
unrelated to exposure to bifenthrin. Report 
states that in a preliminary range finding study 
1/4 rats at 500 mg/kg,1/4 at 1000 mg/kg, and 
214 at 2000 mglk:g died; followed by a •main 
study~ at 700, 1260 and 2268 mg/kg. "As 
sufficient mortartty was not observed in the 
main study, the dose range finding study was 
conducted again using the dose levels of 500, 
1000 and 2000 mglkg ... and the percent 
mortality observed was 0, 25 and 25, 
respectively.• 

- - -Core Grade Key. A -Acceptable, S- Supplementary, U- Unacceptable, V =Self Validated 
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U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

UNITED PHOSPHOROUS, INC. 
423 RIVERVIEW PLAZA 
TRENTON, NJ 08611 

Report of Analysis for Compliance with PR Notice 86-5 

Thank you for yOur transmittal of 01/lS/03. Our staff 

JAN 212003 

has completed a preliminary analysis of the material, The results are 
provided as follows: 

Your submittal was found to be in full compliance with 
the standards for submission of .data contained in PR 
Notice 86~5. A copy of your bibliography is enclosed, 
annotated with Master Record ID's (MRIDs) assigned to 
each document submitted. Please use these numbers in · 
all future references to these documents. Thank you for 
your cooperation. I~ you have any questions concerning 
this data submission, please raise them with the 
cognizant Product Manriger, to whom the data have been 
released . 
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TRANSMITfAL DOCUMENT 

United Phosphorus, Inc. 
740 Springdale Drive 

Suite 204 
Exton, PA 19341 

CbemReg Intemationni, u.c• 
2239-H Tackeus Mill Drive 

Lake Ridge, VA 22192-3026 

"'ChemReg International is the authorized representative for United Phosphorus, Inc. 

-
Document!: 

Regulatorv action in supnort of whicb this packaee is submitted 
New Product Regislnltion ("Me-Too'1 

(Bifenlhrin Techninni Insecticide/Miticide 70506-Rl) 

Trl!nsm!tta! Dnte 
January 13, 2003 

§ubntit!od S!l!d!es -
MRID 

Administrative Materials 

, Brown, EA January9, 2003. Bifenlhrin Technical 

. 

45838001 
I 

, Insecticide. Physical & Cbentical Properties (Group B). 

Company Official 

Company Name: 

Company Contact: 

Phone Number: 

Compilation Report No. UPI-BIFJ'ECH-B. 

ChemReg International. LLC., Authorized Representative for UPI 

Eliznbelh Anne Brown 

703-492-7905 

158 



' ·-

' ' ~ UnltadStatea I 

&EPA -
Amendment 

Environmental Protection Agency x other 

~ !': 1 a.1 I 

''"~''· 1r· I O None D Restricted 

tnt~:::~~. 'C<xlo) 6. I 
~i.-. product Is similar or ldanUcal In composlllon and labeling 

423 Riverview Plaza 
Trenton, NJ 0&611 EPA RegNo. 
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~ Aesubmlssion In response1o Agency letter dated Dec. 12. 2002 
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DP BARCODE' D285143 

CASE, 072204 
SUBMISSION: 8620915 

DATA PACKAGE RECORD 
BEAN SHEET 

DATE' 08/30/02 
Page 1 of 2 

* * * CASE/SUBMISSION INFORMATION * * * 

REGISTRATION ACTION' 166 RESB NEW PRO-OC-MIN CHG CASE TYPE' 
RANKING 
CHEMICALS' 

10 POINTS () 
128825 Bifenthrin (ANSI) 99.4000% . 

ID#' 070506-RI BIFENTHRIN TECHNICAL INSECTICIDE/MITICIDE 
COMPANY, 070506 UNITED PHOSPHORUS INC 
PRODUCT MANAGER' 03 ARNOLD LAYNE 703-305-6249 ROOM' CM2 212 
PM TEAM REVIEWER' SUSAN STANTON 703-305-5218 ROOM, CM2 237 
RECEIVED DATE' 08/30/02 DUE OUT DATE' 02/26/03 

* * * DATA PACKAGE INFORMATION * * * 

DP BARCODE' 285143 EXPEDITE' N DATE SENT' 08/30/02 DATE RET.: I I 

TYPE: 001 Submission Related Data Package 
~EMICAL: 128825 Bifenthrin (ANSI) 

csp, y LABEL' y ,/..:1.-r-d..J--. 
ASSIGNED TO DATE IN DATE OUT ADMIN DUE DATE' 81/17/03 

DIV ' BRAN' 
SECT, 
REVR ' CONTR' 

• 

RD I I I I NEGOT DATE' I 
TRB I I I I PROJ DATE' I 
TOX I I I I 

I I I I 
./ I I I 

* * * DATA REVIEW INSTRUCTIONS * * * 

United Phosphorus, Inc. has submitted an application to 
register a new bifenthrin technical product, claiming 
substantial similarity to FMC's registered technical. They 
wish to rely on acute toxicity data for FMC's technical to 
fulfill all of the acute tox requirements except oral and 
dermal toxicity. They have submitted their own oral 
toxicity (MRID#456544-04} and dermal toxicity 
(MRID#456544-05) studies. Please determine whether the 
submitted studies are acceptable and whether they may rely 
on FMC's data for the other acute toxicity requirements 
(i.e., is the product substantially similar to FMC's 
registered technical). Copies of the labels and CSFs for 
the new product and cited product (EPA Reg. No. 279-3055) 
are included for your information and review. Note: I was 
unable to locate a review of the cited acutesi however, I 
have a very recent draft risk assessment for bifenthrin from 
HED which includes the acute tox profile for bifenthrin 
technical based on the cited studies, except the inhalation 
study. I can't find any information on the cited inhalation 
study. A copy of the acute toxicity table from HED's draft 
memo is included for your information. 

Thanks, 
Susan Stanton 

I 
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DP BARCODE' D285143 

CASE' 072204 
SUBMISSION' S620915 

DATA PACKAGE RECORD (CONTINUED) 
BEAN SHEET 

* * * DATA PACKAGE EVALUATION * * * 

No evaluation is written for this data package 

DATE' 08/30/02 
Page 2 of 2 

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * * 

DP BC 
285142 

• 

• 

BRANCH/SECTION 
TRB/CHEM 

DATE OUT 
08/30/02 

DUE BACK 
01/17/03 

INS 
y 

CSF 
y 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

January 8, 2003 

MEMORANDUM 

Product Name: BIFENTHRIN TECHNICAL INSECTICIDE/MITICIDE 
EPA File Symbol: 70506-RJ 
DP Barcode: D285143 
Case No: 072204 
Submission: S620915 
Chemical: 128825 Bifenthrin 

From: Byron T. Backus, Ph.D., Toxicologist 
Technical Review Branch 
Registration Division (7505C) 

To: Susan Stanton/Arnold Layne, PM 03 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 

Registrant: UNITED PHOSPHORUS INC. 

OFFICE OF 
PREVENTION, PESTICIDES 

AND 
TOXIC SUBSTANCES 

ACTION REQUESTED: "United Phosphorus, Inc. has submitted an application to 
register a new bifenthrin technical product, claiming substantial similarity to FMC's 
registered technical. They wish to rely on acute toxicity data for FMC's technical to fulfill 
all of the acute lox requirements except oral and dermal toxicity. They have submitted 
their own oral toxicity (MRID#456544-04) and dennal toxicity (MRID#456544-05) 
studies. Please detennlne whether the submitted studies are acceptable and whether 
they may rely on FMC's data for the other acute toxicity requirements (i.e., Is the 
product substantially similar to FMC's registered technical). Copies of the labels and 
CSFsforthe new product and c~ed product (EPA Reg. No. 279-3055) are Included for 
your lnfonnation and review. Note: I was unable to locate a review of the cited acutes; 
however, I have a very recent draft risk assessment for bifenthrin from HED which 
includes the acute lox profile for bifenthrin technical based on the ctted studies, except 
the inhalation study ... " 
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BACKGROUND: According to the copy of the proposed label received by TRB, this 
product [EPA File Symbol: 70506-RI: Bifenthrin Technical Insecticide/Miticide] has the 
following ingredient declaration: 

Active Ingredient: 
Bifenthrin (2-methyl[1,1 '-biphenyl]-3-yl) methyl 3-(2-chloro-3,3,3-trifluoro-1-
propenyl)-2,2-dimethylcyclopropanecarboxylate• ........................................ 99.4% 

Inert lngredients: ....................................................................................................... 0.6% 

As part of this package, TRB has received the following two acute toxicity studies: 
acute oral LD50 in rats (MRID 45654404); and acute dermal LD50 in rats (MRID 
45654405). 

COMMENTS AND RECOMMENDATIONS: 

1. The two submitted acute toxicity studies (MRIDs 45654404 and 45654405) have 
been reviewed and have been classified as acceptable . 

2. While the dermal toxicity study (MRID 45654405) has been classified as acceptable, 
The report states that in one preliminary range finding study mortality (in 1/4 rats at 
500 mglkg, 1/4 at 1000 mg/kg, and 214 at 2000 mg/kg) was observed; this was 
followed by a "main study" at 700, 1260 and 2268 mglkg. "As sufficient mortality was 
not observed in the main study, the dose range finding study was conducted again 
using the dose levels of 500, 1000 and 2000 mglkg ... and the percent mortality 
observed was 0, 25 and 25, respectively." This information is considered as 6(a)(2) 
data [refer to CFR40 §152.125], and a more detailed report (which should include 
how the test material was applied and differences, if any, between the protocol(s) 
used in the preliminary studies and the final study) should be submitted to the 
Agency. 

3. From the summary listing of the acute toxicity profile of Bifenthrin, it is noted that 
a primary eye irritation study in MRID 00132522 indicates the existing (FMC) 
registration for technical bifenthrin is in toxicity category IV by this exposure route. 
Because there may be subtle physical and/or chemical differences between the two 
technicals, TRB recommends that, in lieu of an actual eye irritation study for the 
proposed UnHed Phosphorus Bilenthrin Technical, that it be placed in toxicity 
category Ill in terms of eye irritation potential. This is consistent with the proposed 
labeling for this product (which includes a FIRST AID statement for eye exposure, as 
well as the precautionary statement: "Causes moderate eye irritation." The remainder 
of the precautionary labeling (addressing inhalation toxicity, dermal irritation 
and dermal sensHization potentials) should then be consistent with the existing 
labeling for FMC technical bifenthrin. 
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4.' Based on the results of the reviewed acute toxicity studies, as well as the 
considerations indicated above, the following is the acute toxicity profile for 
EPA File Symbol 70506-RI BIFENTHRIN TECHNICAL INSECTICIDE/MITICIDE: 

Acute Oral LD50 
Acute Dermal LD50 
Acute Inhalation LC50 
Primary Eye Irritation 
Primary Dermal Irritation 
Dermal Sensitization 

Acceptable 
Acceptable 
CHed 
CHed 
CHed 
CHed 

Tax. Cat. II (MRID 45654404) 
Tax. Cat. Ill (MRID 45654405) 
Tax. Cat. Ill(?)* 
Tax. Cat. Ill'' 
Tax. Cat. IV 
Negative 

•summary sheet indicates no existing inhalation toxicity studies. Label for this 
proposed product is consistent with toxicity category Ill, and this is acceptable ff 
the FMC product is also in toxicity category Ill by this exposure route . 

.. Summary sheet indicates the FMC product is in toxicHy category IV by this 
exposure route. As slight physical and/or chemical differences may impact on 
eye irritation potential, TRB recommends that, in lieu of a primary eye irritation 
study on the United Phosphorus Technical Bifenthrin, that it be assigned to 
toxicity category Ill by this exposure route. This is consistent with the labeling 
proposed for this product by United Phosphorus. 

5. Based on the acute toxicity profile given above and based on the proposed label use 
directions, the following is the precautionary labeling for this product, as obtained 
from the Label Review System: 

PRODUCT ID #: 070506-00018 

PRODUCT NAME: BIFENTHRIN TECHNICAL INSECllCDE/MIDCIDE 

PRECAlfTIONARY STATEMENTS 
SIGNAL WORD: WARNING 

Hazards to Humans and Domaatlc Animals: 

May be fatal W swallowed. HallTlfullf absorbed through skin. HallTlfullf Inhaled. Causes moderate eye 
Irritation. Avoid breathing dust. Wash thoroughly with soap and water after handling and before eating, 
drinking, chewing gum, or uslng tobacco. Remove and wash contaminated dothlng before reuse. 
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First Aid: 

If swallowed: 
-Call a polson control center or doctor immediately for treabnent advice. 
-Have person sfp a glass of water if able to swallow. 
-Do not induce vomiting unless told to by a poison control center or doctor. 
-Do not give anything to an unconscious person. 

If on skin: 
-Take off oonlllmlnated clothing. 
-Rinse skin lmmedlately wfth plenty of water for 15·20 minutes. 
·Call a polson controt centEr or doctor for b"eatment advice. 

Iflnhaled: 
-Move the person to fresh air. 
-If person Is not breathing, call 911 or an ambulance, then give artificial respiration, preferably mouth-to-
mouth If possible. 
-can a polson control center or doctor for further treatment advice. 

If In eyes: 
-Hold eye open and rinse slowly and gently with water for 15-20 minutes. 
-Remove contact lenses, If present, after the first 5 minutes, then continue rinsing • 
-Call a polson control center or doctor for treatment advice. 

NOTE TO PHYSICIAN: Note to PM/CRM/Reglstrant: The proposed label should oonlllln a "Note to 
Physldan"- The following sllltements are suggested types of Information that may be Included, If 
applicable: - technical information on symptomatology; - use of supportive treatments to maintain life 
functions; • medicine that will counteract the specific physiological effects of the pestlcide; - company 
telephone number to spedflc medical personnel who can provide spedalized medical advice. 

Have the product container or label with you when calling a polson control center or doctor or going for 
treabnent You may also contact 1-800-xxx-xxxx for emergency medical treabnent Information • 
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DATA REVIEW FOR ACUTE ORAL TOXICITY TESTING (870.11 00, formerly §81-1) 

Product Manager: 03 
MRID No.: 45654404 

Reviewer: Byron T. Backus, Ph.D. 

CITATION: Tiwart, V.K. Acute Oral Toxicity Study of Bifenthrtn Technical in Rats. JRF Study No. 
3415. Unpublished study prepared by Oepartment ofToxicology. Jai Research Foundation. 
Valvada 396108. Gujarat. India. Final Report Date: FEB-9-2002. MRID 45654404. 

SUBMITTER & SPONSOR: UNITED PHOSPHORUS INC. 

TEST MATERIAL: Bifenthrin Technical; (2-methyl[1,1'-biphenyl]-3-yl)methyl3-(2-chloro-3,3.3-
trifluoro-1-propenyl)-2,2-dimethylcyclopropanecarboxylate; CAS 82657-04-3; purtty 99.2%. a 
white powder 

SPECIES: Rat, Wistar 
AGE( at dosing): young aduR. 9 weeks 
WEIGHT (presumably fasted): Males: 204-270 g; Females: 194-235 g 
SOURCE: Breeding facility, Jai Research Foundation 

EXECUTIVE SUMMARY: In an acute oral toxicity study (MRID 45654404), fasted (17+ hrs) 
young adult {9 week old) Wlstar rats (5 males and 5 females/doselovol) wore orally 
gavaged with 8/fenthr/n Technical (a white powder containing 99.2% active) In peanut oil 
at a constant dose volume of 10 mUkg. Doses in tho main study were 0 (vehicle only), 
50, 79 and 125 mglkg. 

At 50 mglkg 0/5M & 2!5F died; at 79 mglkg 415M & 2!5F died; at 125 mglkg 5!5M & 3!5F 
died. All deaths were within 24 hours of dosage. Symptoms at all dose levels Included 
tremors and nasal discharge; other observations (at 79 mglkg and above) included 
abdominal breathing, nasa/Irritation and piloerection. At 125 mglkg symptoms also 
included tonfc .. clonlc convulsions In all animals. Survivors were generally normal by Day 
3. All survivors had weight gains from Day 0 to Day 7 and again from Day 7 to Day 14, 
with the exception of one 50 mglkg female who had the same bodyweight on Day 7 and 
Day14. 

The rats which died showed findings which included mottling or congestion of the liver 
and mottling or congestion of the lungs. 13/16 rats found dead had pulmonary 
congestion, and It Is reported that this Is a common flndlng In dead animals with no 
particular pathological slgntncance. Findings In terminally sacrificed animals were 
categorized as spontaneous/accidental. 

Ore/ LD50 Males= 66.19 (95% C.L. of 54.48 to 77.90) mglkg 
Oral LD50 Females= 91.89 (95% C.L. of 26.67 to 316.63) mglkg 
Oral LD50 Combined= 74.90 {95% C.L. of 57.29 to 97.92) mglkg 

Blfenthr/n technical, a white powder containing 99.2% active ingredient, Is In toxicity 
category //In terms of oral toxicity. 

Study Classification: Acceptable 
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COMPLIANCE: Signed and dated GLP Compliance (p. 3), Quality Assurance (p. 5), and [No) 
DatF] Confidentiality (p. 2) statements were provided. 

Procedure (Including deviations from 870.1100): Following preliminary range-finding testing, 
"four groups of rats, each dose group comprising 5 males and 5 females, were randomly 
selected and three groups were given a single dose of bifenthrin technical at dose levels of 50, 
79 and 125 mg/kg ... As the test substance is insoluble in water, it was suspended in peanut oil at 
the required concentrations prior to dosing. The dose solution was stirred to ensure that there 
were no visible precipitates. Another group was administered peanut oil at a constant dose 
volume of 10 mUkg ... as control. A dose volume of 10 mUkg body weight was calculated for 
each rat. All animals were dosed once by gavage (day 0) using a metal cannula ... Animals were 
deprived of feed for seventeen hours and fifteen minutes prior to dosing and then three hours 
after dosing.~ 

Results· . 
Number of Deaths/Number Tested 

Dosage (mg/kg) 
Males Females Total 

0 (vehicle only) 0/5 0/5 0110 

50 0/5 2/5 2/10 

79 4/5 2/5 6/10 

125 5/5 3/5 8/10 

Observations: All deaths were within Z4 ho\Jrs of do~age. Symptoms at all dose levels included 
tremors and nasal discharge; other observations (at 79 mg/kg and above) included abdominal 
breathing, nasal irritation and piloerection. At 125 mglkg symptoms also included tonic·clonic 
convulsions in all animals. Survivors were generally nonnal by Day 3. All survivors had weight 
gains from Day 0 to Day 7 and again from Day 7 to Day 14, with the exception of one 50 mg/kg 
female who had the same bodyweight on Day 7 and Day 14. 

Gross Necropsy: The rats which died showed findings which included mottling or congestion of 
the liver and mottling or congestion of the lungs. 13/16 rats found dead had pulmonary 
congestion, and it is reported that this is a common finding in dead animals with no particular 
pathological significance. Findings in tenninally sacrificed animals were categorized as 
spontaneous/accidental. 
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DATA REVIEW FOR ACUTE DERMAL TOXICITY TESTING (870.1200, fonnerly §81-2) .. 
Product Manager: 03 
MRID No.: 45654405 

Reviewer: Byron T. Backus, Ph.D. 

CITATION: Tiwart, V.K. Acute Dennai Toxicity Study of B~enthrtn Technical in Rats. JRF Study 
No. 3416. Unpublished study prepared by Department of Toxicology, Jai Research Foundalion, 
Valvada 396108, Gujarat, India. Final Report Date: FEB-9-2002. MRID 45654405. 

SUBMITIER & SPONSOR: UNITED PHOSPHORUS INC. 

TEST MATERIAL: Blfenthrin Technical; (2-methyl[1,1'-biphenyl]·3-yl)methyl 3-(2-chloro-3,3,3-
trtfluoro-1-propenyl)-2,2-dimethylcyclopropanecarboxylate; CAS 82657-04-3; purtty 99.2%, a 
white powder 

SPECIES: Rat, Wistar 
AGE( at dosing): not stated; presumably young adult (consistent with body weight data) 
WEIGHT: Males: 229-282 g; Females: 216-259 g 
SOURCE: Breeding facility, Jai Research Foundation 

EXECUTIVE SUMMARY; In an acute dermal toxicity study (MR/D 45654405}, groups of 5M 
& 5F young adult Wlstar rats wore dermally exposed for 24 hrs (occluded exposure) to 
either 2000 mg/kg 8/fenthrin technical (a white powder with 99.2% purity) mixed with an 
unspecified amount of peanut o/1 '~o give a slurry~" or to 0.2 mL of peanut oil alone. 

There were no mortalities. 9110 of the rats exposed to bffenthrln showed symptoms 
(tremors) on Day 3, and two of these ~ts (both males) also had tremors and plioerection 
on Days 4-5. All rats were normal from Day 6 through Day 14. A/15 males had bodywe/ght 
gains In the period from Day 0 to Day 7, but al/5 females had weight losses during this 
period; 515 males and 415 females had bodyweight gains In tho period from Day 7 to Day 
14. 

Necropsy findings (pinpoint tung hemorrhages in one male; bilateral uterine hydrometra 
in one female) were considered spontaneous and unrelated to exposure to bifenthrin. 

Tho report states that In one preliminary range finding study mortality (In 114 rats at 500 
mglkg, 114 at 1000 mglkg, and 214 at 2000 mg/kg) was observed; this was followed by a 
"main study" at 700, 1260 and 2268 mg/kg. "As sufficient mortality was not observed In 
the main study, the dose range finding study was conducted again using the dose levels 
of 500, 1000 and 2000 mg/kg ... and the percent mortality observed was 0, 25 and 25, 
respecUvely." This lnformaUon ts considered as 6(a)(2) data, and a detailed report should 
be submitted to the Agency. 

Dermal LD50 Males > 2000 mg/kg (015 died at this dose level) 
Dermal LD50 Females > 2000 mg/kg (015 died at this dosoleveQ . 
Dermal LD50 Combined> 2000 mglkg (0/10 died at this dose/eve/) 

Blfenthrln technical, a white powder containing 99.2% active, Is In toxicity category 11/ln 
terms of dermal toxicity, based on tho dermal LD50 > 2000 mg/kg. 
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Study Classification: Acceptable 

' COMPLIANCE: Signed and dated GLP Compliance (p. 3), Quality Assurance (p. 5), and [No] 
Data Confidentiality (p. 2) statements were provided. 

Procedure (Including deviations from 870.1200): "A dose range finding study for bifenthrin 
technical was performed using four (2 male and 2 female) animals per group. The per cent 
mortality observed were 25. 25 and 50 at the dose levels of 500, 1000 and 2000 mg/kg body 
weight. Based on above results, main study was conducted at the dose level of700, 1260 and 
2268 mg/kg body weight. As sufficient mortality was not obse!Ved at the main study, the dose 
range finding study was conducted again using the dose levels of 500, 1000 and 2000 mg/kg 
body weight and the per cent mortality observed was 0, 25 and 25, respectively. Therefore, the 
study was conducted as a lim~ study using 2000 mg/kg body weight." 

~Depending on the result of the range finding study, two groups of rats, comprising 5 males and 
5 females per group, were randomly selected ... and one group was given dermal application of 
bffenthrin technical at the dose level of 2000 mg/kg body weight. As bifenthrin technical was 
insoluble in water, the measured/calculated quantity of bifenthrin technical was mixed with 
peanut oil, to give a slurry, for even application on the exposed part of the skin. The other group 
often animals (5 male and 5 female}, which se!Ved as control, was simultaneously treated with 
0.2 ml of peanut oil and maintained in similar experimental conditions. The test substance was 
held in contact w~h the skin with a porous gauze dressing (not more than 8 ply) and Medi tape 
330 hypo-allergic surgical tape ... throughout the 24 hour of exposure period to prevent 
evaporation of the test substance and to ensure that the animals did not ingest it. At the end of 
the exposure period, the. residual test substance was removed using cotton moistened with 
distilled water: 

Results· . 
Number-of Deaths/Number Tested 

Dosage (mglkg) 
Males Females Combined 

0 015 0/5 0/10 

2000 015 0/5 0/10 

Observations: None of the rats showed any clinical signs from Day 0 to Day 2. 515 males and 
4/5 females had tremors on Day 3; all but 2 males had recovered the following day. The 2 
males showed tremors and piloerection on Days 4 and 5, but were normal an Day 6. All 5 males 
gained weight in the period from Day 0 to Day 7, while ailS females lost weight during this same 
period. All males continued to gain weight in the period from Day 7 to Day 14, but one female 
lost weight during this period and 3 others, although gaining some weight, had stilliest a few 
grams from their in~ial (Day 0) weight. 

Gross Necropsy: 2000 mg/kg: 3/5 males and 4/5 females had NAD (No abnonnalities 
detected). One male had pin-point hemorrhages (mild) of the lungs; the other male had blotched 
kidneys and a few pin~point hemorrhages of the lungs. One female had partial consolidation in 
the right cranial lobe of the lung. 
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ACUTE TOX ONE-LINERS 

. 1: DP BARCODE: 0285143 
2. PC CODE: 128825 Bifenthrin 
3. CURRENT DATE: January 8, 2003 
4. TEST MATERIAL: EPA File Symbol 70506-RI; Bifenthrin Technical; (2-methyl(1.1'-biphenyl]· 
3-yl)methyl 3-(2-chloro-3, 3,3-trifluoro-1-propenyl)-2, 2-dimethylcyclopropanecarboxylate; CAS 
82657-04-3; purity 99.2%, a white powder 

Study/Species/Lab MRID Results Tox Core 
Study #/Date Cat Grade 

Acute oral toxicity/raY Jai 45654404 LD.,(M) = 66.2 (54.5-77.9) mg/kg; LD.,(F) = II A 
Research Foundation 91.9 (26.7-316.6)mg/kg; LD., (Combined)= 
Gujarat India/Study No. 74.9 (57.3-97.9) mg/kg. Dose levels: 50, 79 & 
3415/FEB-9-2002 125 mg/kg of test material In peanut oil at a 

constant dose volume of 10 mUkg. Symptoms 
at all dose levels included tremors and nasal 
discharge; other observations (at 79 mg/kg and 
above) included abdominal breathing, nasal 
irritation and piloerection. At 125 mglkg 
·symptoms also induded tonic-clonic 
convulsions. Survivors were generally normal 
by Day 3. 

Acute Dermal Toxicity/rat! 45654405 There were no mortalities among 5M & SF Ill A 
Jai Research Foundation dermally exposed to 2000 mg/kg. 9/10 rats 
Gujarat India/Study No. had tremors on Day 3, and 2 of these (both 
3416/FEB-9-2002. males) had tremors and piloerection on Days 

4-5. All rats were normal Days 0-2, Days 6-15. 
All 5M had bodyweight gains in the period from 
Day 0 to Day 7, but all SF had weight losses; 
5/5 males and 4/5 females had bodyweight 
gains in the period from Day 7 to Day 14. 
Necropsy findings (pinpoint lung hemorrhages 
in one male; bilateral uterine hydrometra In one 
female) were considered spontaneous and 
unrelated to exposure to bifenthrin. Report 
states that in a preliminary range finding study 
1/4 rats at 500 mg/kg, 1/4 at 1000 mglkg, and 
214 at 2000 mg/kg died; followed by a ~main 
study" at700, 1260 and 2268 mg/kg. "As 
sufficient mortality was not observed In the 
main study, the dose range finding study was 
conducted again using the dose levels of 500, 
1000 and 2000 mg/kg ... and the percent 
mortality observed was 0, 25 and 25, 
respectively." 

Core Grade Key. A =Acceptable, S =Supplementary, U =Unacceptable, V =Self Validated 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

United Phosphorus, Inc. 
c/o M_s. Elizabeth A. Brown, Ph.D. 
ChemReg International, LLC 
1990 Old Bridge Road, Suite 201 
Lake Ridge, VA 22192-2383 

Dear Ms. Brown: 

DEC I 2 2002 

SUBJECT: Product Chemistry Review 
Bifenthrin Technical Insecticide/Miticide 
EPA File Symbol: 70506-RI 

OFFICE OF 
PREVENTION, PESTICIDES 
ANO TOXIC SUBSTANCES 

EPA has completed its review of product chemistry data submitted in support of this 
application for registration (MR!Dfl456544-01, 456544-02 nnd 456544-03). A copy of the 
review is enclosed for your.records. The review identifies a number of deficiencies which must 
he eddressed before this product cnn he registered. ·Furthermore, until edditional product 
chemistry informntion is submitted, we cannot niake the determination whether the product is 
substantially similar to FMC's bifenthrin technical (EPA Reg. No. 279-3055). Plesse refer to the 
enclosed review for details regarding the product chemistry data deficiencies. 

EPA bss not yet completed its review of the acute toxicity data submitted/cited to support 
registration. We will edvise you of the results of our review once it is completed. 

If you bsve any questions regarding this action, please contact Susan Stanton of my tesm 
at (703) 305-5218 • 

Enclosure 

Sincerely yours, 

;xf_;/~tf 
George T. LaRocca 
Product Manager (13) 
Insecticide Branch 
Registration Division (750SC) 
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:pP BARCODE< D285142 

CASE' 0722 04 
SUBMISSION< S620915 

DATA PACKAGE RECORD 
BEAN SHEET 

DATE< 08/30/02 
Page ~ of 1 

CASE TYPE< 
RANKING 
CHEMICALS< 

* * * CASE/SUBMISSION INFORMATION * * * 
REGISTRATION 
10 POINTS () 
128825 Bifenthrin 

ACTION< 166 RESB NEW PRO-OC-MIN CHG 

(ANSI) 

ID#< 070506-RI BIFENTHRIN TECHNICAL INSECTICIDE/MITICIDE 
COMPANY< 070506 UNITED PHOSPHORUS INC 

99.4000% 

PRODUCT MANAGER< 03 ARNOLD LAYNE 703-305-6249 ROOM< CM2 212 
PM TEAM REVIEWER< SUSAN STANTON 703-305-5218 ROOM< CM2 237 
RECEIVED DATE< 08/30/02 DUE OUT DATE< 02/26/03 

* * * DATA PACKAGE INFORMATION * * * 
DP BARCODE< 285142 EXPEDITE< N DATE SENT< 08/30/02 DATE RET.' I I 
~MICAL< 128825 Bifenthrin (ANSI) 
~ TYPE: 001 Submission Related Data Package 

CSF< Y LABEL< Y 
ASSIGNED TO 

DIV ' RD 
BRAN< TRB 
SECT< CHEM 
REVR ' 'f(~.,...,..., 
CONTR< 

DATE IN DATE OUT 
I!> I '>ill &t:. I I 

ADMIN DUE DATE, 
NEGOT DATE< 

PRoJ DATE< 

/dJ--'7 -6'.,!_ 
Ql/17/03 

• 

I I 
cc./ •<>! I I I I 
"l/<<>/ I I 

· •21 fb/c-.. ''-~'o ;o~ 
I I I I 

* * * DATA REVIEW INSTRUCTIONS * * * 

United Phosp~orus1 Inc. has submitted an application to 
register a me-too technical bifenthrin product. In support 
of the application they have submitted Group A product 
chemistry data (MRID#456544-01), an accelerated storage 
stability study (MRID#456544-03) and some Group B data 
(color, physical state and odor; MRID# 456544-02). For 
other requirements they are using the cite-all method, based 
on the product's substantial similarity to FMC's registered 
technical (EPA Reg. No. 279-3055). Please review the 
submitted data and determine whether they are acceptable. 
Also, please determine whether the product is substantially 
similar to FMC's technical and whether they have submitted 
or cited adequate data to fulfill the product chemistry 
requirements for a technical product. A copy of the data 
matrix listing submitted and cited data is included for your 
review. I have also attached copies of the CSFs and labels 
for this new product and FMCs technical for your review. If 
you have any questions, let me know. 

Thanks, 
Susan Stanton 

* * * DATA PACKAGE EVALUATION * * * 
No evaluation is written for this data package 
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DP BARCODE: D285l42 .. 

CASE: 072204 
SUBMISSION: S620915 

DATA PACKAGE RECORD (CONTINUED) 
BEAN SHEET 

DATE: 08/30/02 
Page 2 of 1 

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * * 
DP BC 
285143 

• 

• 

BRANCH/SECTION 
TRB/TOX 

' 

DATE OUT 
08/30/02 

DUE BACK 
01/17/03 

INS 
y 

CSF 
y 
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DATE: 

SUBJECT: 

FROM: 

TO: 

DPBARCODE: 
EPAREG. NO.: 
REGISTRANT: 
USE: 

December I 0, 2002 

Product Chemistry Review ofBifenthrin Technical 

Linda L Kutney 
Product Chemistry Team 
Technical Review Branch/RD (7505C) 

Arnold Layne, Susan Stnnton PM 3 
Insecticide Branch/ RD (7505C) 

0285142 
70506-RI 
United Phosphorus, Inc. 
Insecticide 

-------------

• INTRODUCTION: 

• 

United Phosphorus, Inc. has ~ubmitted produ.ct chemistry data to support the registration 
of "Bifenthrin Technical. Insecticide/Miticide!' The chemical name for Bifenthrin is 
"(2-methyl [I, I '-biphenyl]-3-yl)methyl-3-(2 -chloro-3,3 ,3-trifl uoro- I -propenyl)-2 ;l.­
dimethylcyclopropanecarboxylate." The proposed basic CSF is dated 218/02. 

This proposed label is for inseciticidelmiticide non~ food use, including as a termiticide 
and soil contact nonfurnigation treatment, as wood treatment and protection, as outdoor insect 
control, on ornamental plants, trees, shrubs and woody vines, residential lawns and for indoor 
insect control., spot or crack and ctevice treatment in non-food areas. Use in food or feed areas 
is prohibited. The product chemistry data has been submitted under MRIDs 456544-01,456544 
-02 and 456544-03. 

In their letter of 4/8/02, United Phosphorus has also claimed similarity to FMC's 
Bifentluin Technical, Reg. No. 279-3055, containing 94.0% ofBifenthrin ai, and a minimum of 
97% cis isomers and a maximum of3% of trans isomers, as listed on the label accepted 6/21/01. 
No minimum of trans Bifenthrin isomers was included on the approved label. 

-1-
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BARCODE:D285142;Reg. No. 70506·RI PRODUCT: Bifemhrin Tech.Insectjcjde!Miticide 

SUMMARY OF FINDINGS: 

I. The product chemistry data submitted corresponding to guideline reference 830.1600 
(Description of material used to produce the product) satisfY the data requirements of 40CFR§ 
158.160. 

2. The product chemistry data submitted corresponding to guideline reference 830.1620 
( Description of production process) satisfY the data requirements for 40CFR§ 158.162. 

3. The product chemistry data submitted corresponding to guideline reference 830.1670 
(Discussion on the fonnation ofimpurities)satisfy the data requiremen!s for 40CFR§158.167 . 

-2-
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BARCODE:D285142;Reg. No. 70506-RI PRODUCT: Bjfentluin Tecb.lnsectjcjde/Mjticide 

CONCLUSION: 

The nominal concentration ofbifenthrin in Bifenthrin Technical Insecticide/Miticide does 
not fall within the upper and lower certified limits claimed for FMC's Bifenthrin Technical. 
Insufficient physical chemical data were submitted to conclude that the proposed technical was 
substantially similar to FMC's Bifenthrin Technical, Reg. No. 279-3055, from a physical 
chemistry standpoint. 

TRB concludes that the registration request for Bifenthrin Technica1 Insecticide/Miticide 
is not acceptable, from a product chemistry standpoint. Deficiencies are numbered below, 
grouped by type. 

CSF deficiencies include: 

1. A value must be given for density in block 7, in agreement with the study results. 

2. A value must be given for pH in block 8, in agreement with the study results. 

3. The "non-applicable" flash point given in block 9 ~ust be supported by study results. 

4. The chemical name for bifenthrin must be included in column 10 of tile CSF, as required. 

5. The minimum listed for the cis isomer in column 10 (for the total bifentluin), 97%, does not 
agree with the lower certified limit for the cis isomer given in column 14b. 

6. It should be very clear that the minimum and maximums listed in column 10 for cis and trans 
isomers ofbifentlrrin correspond to the fractions of the total bifenthrin . 

Subgroup A physical chemical data requirements include: 

7. product identity and composition (guideline reference 830.1550, 40CFRI58.155) The 
nominal, upper and lower concentrations of bifenthrin in Bifenthrin Technical 
Insecticide/Miticide listed in tlte CSF does not agree with the values listed in the study (MRID 
456544-0 I). 

8. certified limits (guideline reference 830.1750, 40CFR158.175) See comments included under 
heading, CSF, above. Note that the certified limits given in the study do not agree with those on 
the CSF. This must be explained and corrected. The product chemistry data submitted 
corresponding to guideline reference 830.1550 (Product identity & Composition), and 830.1750 
(Certified limits) do not satisfY the data requirements of 40CFR§158.155 and 158.175 
respectively. 

-3· 
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9. The product chemistry data submitted corresponding the guideline reference 830.1700 
(Preliminary analysis) do not satisfY the dsta requirements of 40CFR§l58.170 because they do 
not support the nominal and upper and lower certified limits on the CSF. 

10. Analytical Method (guideline reference 830.1800, 40CFRI58.180) The method indicates 
that cis and trans bifentluin is s.eparated and quantitated, but the Registrant should give details as 
to how this is accomplished. 

11. Samples must be submitted to the Agepcy laboratory upon registration of the product 
(guideline 830.1900, 40CFR158.190). 

For full registration, United Phosphorus must submit the following Subgroup B physical 
chemical studies (See 40CFR Section 190): 

STUDY: 

Stability to normal and elevated temperatures, meta1s, metal ions 
Oxidation Reduction: chemical incompatibility 
Flammability 
Exp1odability 
Storage stability 
Corrosion Characteristics 
pH 
Melting point/range 
Boiling point/range 
Density/Relative Density/Bulk Density 
Dissociation constant in water 
Partition coefficient (n-oct/water)shake flask method 
Water Solubility column elution method, shake flask method 

Solubility in organic solvents 

-4-

GUIDELINE 
REFERENCE#: 

830.6313 
830.6314 
830.6315 
830.6316 
830.6317 
830.6320 
830.7000 
830.7200 
830.7220 
830.7300 
830.7370 
830.7550 
830.7840 
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BARCODE:D285142;Rcg. No. 70506-Rl PRODUCT: BifenthrinTe!;h.lnS<cticide!Mjticide 

830,1550. Product Identity: 

Common Name: Bifenthrin Technical 

Chemical Name: "(2-methyl[l ,I '-biphenyl]-3-yl)methyl-3-(2-chloro-3,3,3-trifluoro-1-
propenyl)-2,2-dimethylcyclopropaneearboxylate." 

CAS No.: 82657-04-3 for cis isomer, 83322-02-3 for trans isomer 

PC Code No.: 128825/or cis and trans mil: 

Empirical formula: C23 H22 Cl F3 02 

Molecular Weight: 422.9 g/Mole 
Structural formula and additional product identity data (from MRID 456544-01) 

Tllld.IN"""'' 
~ l'om>l>la;: 

Molowl..- Wdli:lm 
$Wcwn.!"-
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BARCODE:D28Sl42;Reg. No. 70506-RJ PRODUCT: Bifenlhrin Tech.!nsecticjde!Miticide 

REVIEW OF PRODUCT CHEMISTRY, OPPTS 830 SERIES 

Table I: Manufacturing and lmouritv Data for United Phosphorus 's Bifenthrin T/TGAI. 

GLN Requirement MRID Stljtus Details and/or Deficiency 

830. Product CSF N Nominal concentrations and certified limits 
1550 identity and 2/8/02 for the AI & all the impurities provided in 

composition 456544- the CSF do not agree with the study results 
OJ in MRJD 456544-0!. 

830. Description 456544- A The product specification sheets (MSDS) 
1600 of materials 01 for the starting materials were submitted. 

• used to 
produce 
product 

830. Description 456544- A The registrant provided detailed information 
1650 of 01 about the synthesis of the technical. 

production Amounts of each starting material and the 
process conditions of the reaction were orovided. 

830. Discussion 456544- A The registrant provided the required 
1670 of formation 01 information on the formation of impurities. 

ofimourities 

830. Preliminary 456544- A Method validation indicates that the method 
1700 analysis 01 is adequate for the detennination of the ai. 

• Analysis was conducted on 5 production 
batches of the ai. 

830. Certified 2/8/02 N The certified limits given in the CSF are not 
1750 limits CSF in agreement with the studv. 

-6-
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GLN Requirement MRID St~tus Details and/or Deficiency 

830. Enforcement 456544- A "HPLC Method for Determination of 
1800 analytical 01 Bifenthrin" Compilation Report UPI~ 

method Bifentec-A., dated 3/19/02. 
Bifenthrin test sample is dissolved in HPLC 
grade acetonitrile, and an aliquot is 
subjected to reverse phase LC. The cis and 
trans isomers are combined in a single LC 
peak and then separate quantitation 
accomplished using UV detection at 254 
run, using external standard quantitation. 
:The method should explain how cis and • trans bifenthrin is separated and 
quantitated 

830. Submission 456544- A Samples must be provided prior to 
1900 ofSamp1es 01 registration . 

• 

-7-
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BARCODE:D285142;Reg. No. 70506-RI PRODUCT: Bifenthrin Tech.!nsecticide/Mjtjcjde 

Table 2: Ph sica! and Chemical Properties for tl1e BIFENTHRINtechnical. 

GLN Requirement MRID Stat- Result or Deficiency 
us' 

830.6302 Color 456544-02 A White 

830.6303 Physical state 456544-02 A Solid Powder 

830.6304 Odor 456544-02 A None 

830.6313 Stability to nonnal & N • elevated temperatures, 
metals and metal ions. 

830.6314 Oxidation Reduction: N 
chemical incompatibilitv 

830.6315 Flammability . N 

830.6316 Explodability N 

830.6317 Stomge stability 456544-03 N No significant change 
noted after storage at 
54 + 2 C for 14 days. 

Stability Testing at 3,6, 9, 

• 12, 18, and 24 months is 
required for full 
ret?istration. 

830.6319 Miscibility NA Not a liquid at 20 C. 

830.6320 Corrosion characteristics 456544-03 N No significant change was 
noted after storage aJ 
54+ 2 Cfor 14 days. 

Corrosion Characteristics 
Testing at 3, 6, 9, /2, 18, 
and 24 months is required 
fOr full reeistration. 

-8-
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Table 2: Ph sical and Chemical Properties for the B!FENTHRIN technical . 

GLN Requirement MRJD Stat- Result or Deficiency 
us' 

830.6321 Dielectric Breakdown NA Not Required. Not used 
Voltage around electrical 

eauinment. 

830.7000 loH N 

830.7050 UVNisible absorotion NA Not a liauid at 20 C. 

830.7100 Viscosity NA Not a liquid at 20 C. 

830.7200 Melting point/range N 

• 830.7220 Boiling point/mnge N 

830.7300 Density/relative density/ N 
bulk densitv 

830.7370 Dissociation constant in N 
water 

830.7550 Partition coefficient N 
(n-octanollwater) shake 
flask method 

830.7840 Water solubility: column N 
elution method; shake 
flask method 

• Solubility in organic 
solvents 

830.7950 Vapor pressure NA Not a liquid at 20 C 

1 A= Acceptable; N =Not Acceptable (see Deficiency); NA =Not applicable. 
2 For example, 11brown11 for 830.6302; 11 155° C11 for 830.7200. 

-9-
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SO!.TON 

tlftU55£L5 
CHI~ACO 

fRAHKFIJI'IT 
HAI'iDUttO 

HO~G KONG 

latham & wawns 
ATIORNE:Y5 AT LAW 

l.OHOO~ 

LOS ANGELr;S 
M.ILAH 

MOSCOW 
N(W JEf:ISty 

VIA FACSII\fiLE 

Freedom ofinfonnation Act Officer 
Freedom oflnfonnation Office (1105) 
U.S. Enviromnental Protection Agency 
1~00 P.ennsylvania Avc.1 N.W. 
Washington, D.C. 20460 
Tel: (202) 566-1667 
fw<: (202) 566·2147 

WMV.LW.COM 

September 12, 2002 

fOGC. 

t--0~ cfP15 
\~Q-QJN ~Qj.f'D 't·"J.--

dJtu: \CjlycZ--
Re: Freedom oflnformatlon Request 

Dear Sir or Madam: 

NEW YOI\1¢ 

NORT)o([Ril VIRQIN14 

Olf ... NOC COUJ'ffY 

PARIS 

SA~ DIEGO 

SAtl FRAHCI!lCO 
SlLICON VALLtY 

TOKYO 

W.l.SHIHGTON, O.C 

Pursuant to the freedom of Information Act e•FOIA"), 5 U.S.C. SeCiion 552, and the 
implementing regulations of the Environmental Protection Agency ("EPA"), 40 C.F.R. § 2.100 
et seq., I hereby request all correspondCnce and other documentation related to compliAnce of 
United Phosphorous, Inc., with 40 C.F.R. Section 152, subpart E requirements for its application 
for registration of bifenthrin technical. TI1eie documents include, but are not limite'd to, EPA 1s 
April 25, 2002 letter referenced in the attached letter dated June 3, 2002. 1 also request any 
documents from EPA's Office of General Co Wise I, or any other office, regarding EP Ats position 
on the timing of submission of offers to pay compcnsa1ioo and/or certificadons ·with respect to 
citation of data . 

I am not requesting any confidential business information (uCBl"). If any of the documents 
responsive to this requesr contain CB I. please supply the documents with CBI redacted. 

We agree to any necessary and reasonable charges, which would not exceed $250.00, for obtaining 
tins infonnation; otherwise, please notify me by telephone a! (202) 637·1025. 

Wben the infonnatlon Js available, pl~e call me so I can make arrangements for pick~up or fax 
it to me at (202) 637.:.2201. Th~)'ou in Cldvo.nce for your assistance. 

Attachments 

Respectfully submitted. 

C. Felix Amerasinghe 
ofLATHAM&WATKlNS 
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UNITED STATES ENVIRONt,tC~ .. 7 AL PRC7ECH~t-. t..GENCY 

\. ~ 
~. ..-.. --::·~. 

United Phosphorus, Inc. 
c/o Ms. Elizalx:th A. BroWD. Ph.D. 
ChemReg International; LLC 
1990 Old Bridge Road. Suite 20 I 
Lake JUdge, VA22192-:2383 

Dear Ms. Brown: 

SUBJECT: Application for Registration 
Bifenthrin Technical Insecticide/Miticide 
EPA File Symbol: 705Q6..JU 
Your Resubmis:sion Dated May 8, 2002 

C•:f.!CE OF 
PREvEN'nON PE51'1C10ES 
ANO 'rOX!C SlJ~STANCES 

EPA has reconslderedjts po_sition with res~t to the subjtct application and determined 
that the application is inCOmplete for lhe =ns given in lhe Agency's April 25, 2002 letter: 

"An applic:t.tion is considered incomplete if any pertinent item specified_in §152.50 has 
not beensubmitted. Pur.runnt to §l 52.SO(f) an applicant must submit materials to 
demonstrate thai he bas C<>mplied with FlFRA sec. 3(cXl)(D) and subpartE of pan 152 
(l'ro<c<lures to Ensure Pro<ection ofData Submittm' rughts). Therefore, you must 
submit a completed Certification With Respect to Citation of Dam (EPA Fonn 8570·34) 
indicating, the Method ofDa.ta. Support you are using. You must also submit a list of 
companies -$mt offers of-compensation for datn you are citing hi support of this 
application. n 

We reached om decision aftu con:Nltation whh at:tomeys in the Office of General 
C<lllDCil and the R<gisttmioliDivision's senior management l<!atl\. It was agree<!' that 
applications which do not comply with the data compcnsalion regulations at the time of 
submission will be C<>nsidered incomplete and thai we will not spend resow-ces reviewing such 
appliCIItions until mater!a1s to complete the application have been submitted. We recogni2e that 
you may have been allowed in !be past to submit these maJerials later in the review process. 
However, we do not believe thai this pnoctice is supported by lhe n:gulations. The rqu!Btion 
wbicbyouciteas allowing sUbmission >Ia hucrpoint (40 CFR §152.114) bas beenintetpr<ted te 
m~ that the Agency would not reject an application QU1right if it is missing information on the 
data compensation forms. The regulation does not envision thai an applicant be required to 
comply with subpartE ll!l!ya&r the application bas been detennined to.be accep!8ble for 
registration. Such a dctennhlatioo cannot be made until the data compensation requirements 
have been met. 
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or draft l:lhd \\hich you submilll!r.l ;n .iUppon of rcgtstrJ.tion 311d \\J\1 tlol bef:!Jn r~\J~w .,( tht::ot: 
materials until you submn the information requested above. 

If you Mve a.ay questions reg:Uding this action, please contact Susan Stanton of my team 
at (703) 305-5218. 

George T. LaRooca 
Product Manager ( 13) 
Insecticide Branch 
Registration Division (7505C) 
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1990 OLD BRIDGE ROAD, SUITE 201 
LAKE RIDGE, VIRGINIA 22192-2383 

DIIU!CT: 703·492"7905 
IIIAIN: 703-492·0445 
Fax: 703-492·0668 

ELizABETH A. BROWN, PH.D. 

August 29. 2002 

Document Processing Desk 
· U.S. Environmentnl Protection Agency (7505C) 
U.S. Environmentnl Protection Agency 
Room 266A, Crystnl Mall 2 

. 1921 Jefferson Davis Highway 
. Arlington, VA 22202-4501 

Atm: George LaRocca (PM 13) 

E-MAIL: brown@cbem.reg.com 
WEBSITES: www.chem.reg.com 

www.pesticide.net 

Re: Application for Registration of Bifenlrbin Tecbnica!Iosecticide/Miticide, 
United Phosphorus. Inc. EPA File Symboi70506-RJ 
Agency Letters of Apri125, 2002 and August 14. 2002 

Dear Geurge: 

On behalf of our clien~ United Phosphorus Inc .• enclosed please find EPA Form 8570-34, 
Certification with Respect to Citation of Data. United Phosphorus has made the appropriate offers 
to pay compensation. 

This form is being submitted at this time in order to avoid any further delays in the 
Agency's review of this application (filed April!!, 2002) while the continuing issues associated 
with the revised-interpretation of the timing of this certification in relation to Agency review of 
applications for registration is still being resolved. While we were reassured in the Agency letter 
of August 14, 2002. that the above application wa< not being treated as withdmwn pending 
resolution of the issues, there has been and will be no progress in the Agency's review of the 
application pending such resolution or submission of the appropriate certification. United 
Phosphorus will suffer economic hardship if there are significant delays in resolving the issues. 

CONSULTANTS TO SUCCESS"' 

Over One Hundred and Fifty Years of Combined Experience Assisting Chemical, Pesticide, 
Bio-Chemical and Life Science Companies on a Wide Range oflssues, Including Regulatory 
Strategies, Registration, Data Support and Compensation, Quality Assurance, Study ~!Ul 

and Scientific Matters. L U -I 
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Letter to G. LaRocca, US EPA, August 29, 2002, page 2 

We still believe that as expressly permitted under 40 CPR 152.84 and EPA's Federal 
Register notice regarding that regulation (40 Fed. Reg. 30884, Aug I, 1984), United Phosphorus is 
allowed to submit a comp1eted Cenification with Respect to Citation of Data form to your office. 
and send the necessary data compensation offers to companies listeO on the data matrix, at any 
time before registration is approved. We believe that 40 FR 30884 is correct in identifying that 
the Agency will not delay the review of the application pending receipt of these statements, but 
will not approve the application until they are received and detennined to be in compliance. 

With this submission, we request that the Agency begin review of application for 
registration submitted on Aprilll, 2002 by United Phosphorus, Inc. for Bifenthrin Technical 
Insecticide/Miticide (BPA File Symbc1705Q6..Rl). It is our understanding that the appropriate 
discussions should and will continue regarding the issues of the timing of submission of such 

. certifications for future applications . 

Please Jet me.know if you have any questions. 

Elizabeth Anne Brown 

cc: United Phosphorus, Inc. 
Telispnrt'Putsavage, Esq., Wright & Sielaty, P.C . 
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C. EPA 
United States 

Environmental Protectlon Agency 
' 

(b){f), my product Is 1 
to: 
EPA RegNo. 

Amend mont 

Other 

Check If this Is a new addrsss Product Namo 

D Rosubmlsslco In responso1o Agency fetter de ted----
Aooncv leiter dated .D "Me Too• Application 

Sub:mlssfon of Form 1:1750-34 

Yes 

No 

'Gitt,rt/callan must . 
be submfttDd 

Elizabeth Anne Brown 

Yes 

No 

thls!orm 
or mbfcadlng nntement 

·_ [::1 Other- Explain below 

I 

Yo• 
No 

August 29, 2002 

true, aecomtc aod tompltte. 
l'bw or Imprisonment or 

Aolilrlcted 

(Stamped) 
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UNrTED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M STREET. S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of Information Is estimated to average 125 hours per responso for 
roglslratlon and 025 hours por rosponso for reregistration and special rovlow activlHes, Including limo for reading the lnstrucllons and complatlng tho 
necessary fonns. Send comments regarding burden estimate or any other aspect of this collectlon of Information, Including suggestions for reducing tho 
burden to: Director, OPPE: Information Manogoment Division (2t37), U.S. Environmental Protection Agency, 401 M Street, S.W., Washfngton, DC 

! ~c!sondl · 
•»h 

and/or ropresentallvo teat compound(&) 

> o•••' using 40 CFR Part t5B) 

EPA R&gfstratlon Numbet/Flle Symbol 
70506-RI 

Date 

I Prod~IN~• 

~-h: . Vou 
1 

1 , F!nroduct laboled for all the same uses on your label, you do not need 

0 1 am responding to a Data-Call-In Notice, and have Included with this form a list of companies sent offers of compensation {lho Data Matrix form 
Should be used tor this purpose). 

0 
1!1 l OF OAT., 

1 am using the clto-911 method of support, and have fncludod with 
lhls form a Hst of companies sent oUSTS of compensation (the Data· 
Matrix form ShOuld be used for this purpose) 

"'' 

riCh 

>, ondl 
I ~~~.PU.'" I am "sing I 

lPAV 

(Required If using tho clts-all method, or when using the etta-all opUon undo!' lhe selective method to satisfy one or more data requirements) 

I hereby olfer and agree to pay coml>9fi$lillpn. to o.ther persons, wllh regard tQ the approval of this appDcatlon, 1o the extent required by FIFRA 

""' or this 11 ~~ta submlttod or cited In 

II Of."" ""'"""',, ~· 
roglatratlon 

f certify that for oach oxcluslva use study cited In BUpport of this r&glstraUon or rer&glstmtlon, that f am tho original data submllter or that I have 
obtained the wrlttan permlslllon of tho original data submlttod to cite that study. 

I certify that for eech Sludy clled In BUpport of this r&gllltratlon or r&r&glstratlon that Ill not on exclusive use study, either: (a) I am the otlglnal dota 
submitter; (b) I have obtalnod lho permission of tho original dal.a submitter to use the study In support of this application; (c) au perfods of oliglblllty for 
compensatlon ha'lo expired for tho study; (d) the stUdy Is In tho public literature; or (e) I have nollflod In wrlllng the com pony that submitted tho sludy and 
havo: offered (I) to pay componsaUon to the extant required by sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA; and (il) to commence nogotlnUons 1o 
determine the amount end terms of componsa!lon,lf any, to be paid for tho use of the study. 

1 cortlfy that In alllnslances whore sn offer Of compensation Is requlrod, copies of all offors to pay compensatfon and ovldanca of their oonvaryln 
accortlarx::e with socllons 3(c)(1)(F) ondfor 3(e)(2)(B) of FIFRA are available and will ba submllled to the Agency upon request. Shoold I fall to produce 
such evidence Jo lho Agency upon request, I understand that the Agoocy may lniUa1e action to dony, cancel or suspend lha registration of my product In 
conformity with FIFRA. 

f certify that the statomontal hove made on thls1orm and alf attachmanto: to It are true, accurate, and complete. 1 acknowledge thllt ony 
knowingly false or mlaleadlng statement may be punfshabfe by fino or lmprlaonmant o1 both under applicable law. 

,.,,. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON. D.C. 20460 

United Phosphorus, Inc. 
c/o Ms. Elizabeth A. Brown, Ph.D. 
ChemReg International, LLC 
1990 Old Bridge Road, Suite 201 
Lake Ridge, VA 22192-2383 

Dear Ms. Brown: 

AUG I 4 axJ2 

SUBillCT: Application for Registration 
Bifenthrin Technical Insecticide/MitiCide 
EPA File Symbol: 70506-Ri 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

In ·EPA's April 25, 2002letter to you regarding the subject application. the Agency 
indicated that the application would be consideted administrativelywithdmwn if the liated 
deficiencies were not corrected within 75 days. On June 3, 2992, in reapanse to your sulmtission 
of May 8, 2002, the Agency reiterated that it would not further review the above referenced 
application until the identified deficiencies had been corrected, but EPA did not at that time 
indicate that a new 75-day "clock" would commence following the June 3"' letter. 

The Agency is in receipt of a June 27, 2002 letter on your behalf from Telisport 
Putsavage, Esq. with regard to those deficiencies. It is my understanding that Mr. Putsavage has 
also spoken with EPA General Counsel staff requesting that UPl's application not be treated as 
withdmwn pending the resolution of the concerns outlined in the June 27 letter and by other 
parties regarding EPA review of incomplete applications. By this letter, I wish to confirm that 
EPA will not treat the referenced application as withdmwn pending resolution of these matters. 

If you have any questions regarding this action, please contact susan· Stanton of my team 
at (703)305-5218. 

George T. LaRocca 
Product Manager (13) 
Insecticide Bmnch 
Registration Division (7505C) 
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July 26, 2002 

Patricia A. Roberts, Esq. 
Associate Geoeral Counsel for Pesticides and Toxics 
U.S. Environmental Protection Agency 
Office of General Counsel 
1200 Pennsylvania Avenue, NW 
Washington, DC 20460 

Re: Offers to Pay for Follow-on Registrants 

Dear Ms. Roberts: 

On behalf oftbe Chemical Producers and Distributors Association (CPDA), I am 
writing to you concerning EPA's long~s~ policy of allowing 11Ille-too" or generic 
registrants to submit a Certification with Respect to Citation of Data (EPA Form 
8570-34) "at any iater time prior to EPA's approval oftbe application." 40 CFR § 152.84 

By way ofbeekground, CPJ)A is a voluntary, ncn-profit organization of about 90 
companies engaged in tbe formulation,· manufucturer, diatribution, and sale of some $6 
billion wortb of generic products used on food, feed, and fiber crops and in the care of 
lawns, gardens and turf. Many of our membees are involved in the development and sale 
of adjuvants and inerta used to increase tbe efficacy of crop protection formulations as 
well as a variety of copper-based pesticide products. As such, EPA rules, regnlations, 
and guidelines alfuct our member companies significantly. 

For tbe pest eigbteen years and uatil vary recently, Agency practice bos been 
clear, and interpretation oftbe applicable regnlations bos been coasiatent. 

The Agency promulgated the final rule entitled Procedures to Ensure Protection 
ofData Submitters' Rights, 40 CFR §152.80 et seq., on August 1, 1984. See 49 Fed. 
Reg. 30,884. That rule took effect on Apri125, 1985. ~50 Fed. Reg. 16234. 

Section 40 CFR § 152.84 states: 

All information required by this subpart sbould be submitted with 
the applicalion, but may be submitted 1!1 !lilY ll!ler time prior to 
EPA's aporovai oftbe qpplication. The Agency will not approve 
acy application until it determines eitber tbet the application is not 
subject to these requirements or that nll required materials have 
been submitted and are acceptable. ( empbosis added) 

In addition, tbe Preamble to the August 1, 1984 publication entitled Agency 
Review to Determine Compliance clearly discusses in Section VII the Agency's 
interpretation of its policy, and specificnlly clarifies both tbe timing of an applicant's 
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Patricia A. Roberts, Esq • Page I of5 

registration and the timing of the submission of a Certification with Respect to Citation of Data. 

The Preamble unequivocally states: 

Under F1FRA section 3(c)(5)(B), the Agency must review applications to 
determine whether the materials required to be submitted, including those 
that are required by this Subpart E, comply with the requirements ofthe 
Act. This part of the review need not take place before tbe Agency begins 
to review the application for compliance with other statutory 
requirements, but must occur before the registration is approved. EPA 
recognizes that the correspondence requirements of this subpart may take 
some !hoe, and that an applicant may not wish to await responses in all 
cases before filing his application. A notable example is data gap 
certifications: if a data gap is suspected, the applicant can not claim that 
the gap exists until be baa waited 60 days after corresponding with data 
submitters. EPA sees no reason why correspondence !hoes and Agency 
review !hoes may not run concurrently. Section 152.84 therefore provides 
that appliconts may submit materials mmim! bv this sl!boort !II any thoe 
before registration is !!!l!!lled. The Agency will oot delay the review of 
other jnfu!Jlll!tion pertinent to the !lPnlication peoding receipt ofljsts and 
certification lil!ltements; but will not !ljlprove the registration until tbev are 
received. · 

Applicants should be aware, however, that if deficiencies are found in 
materials submitted late in the Agency's review, the registration could be 
delayed while the applicant corrects the problem. If the Agency 
completes its review of the !!J1P)ication. but has not received the 
!lPnlicant 's submisaions 1IJ1der this rule. the Agency will seod the applicaot 
a reiection letter. w!Uch will include a 75-day re:monse time, after which 
the !ljlplicnlion will be treated as !hough it hod been withdmwn. A new 
application will be required if the applicant wants to pursue registration at 
some later date. 49 Fed. Reg. 30884, at 30897. (emphasis added) 

Despite the ciesrly-worded Preamble and EPA's own regalations, it appears that 
the Agency is reconsidering its poficy of the last eighteen years. We at CPDA strongly 
nrge the Agency to retain its long-staoding interpretation of its regulation. The 
impfications of a potential policy shift are enormous. 

First, rather than expediting the registration process und using fewer Agency 
resources, the policy change would slow down the registration process, eneournge delays 
and additional review, delay entry of generic products to the marketplace and decrease 
competition. Such a shift would result in severe, direct negative economic impacts on 
fimners, ranchers. consumers, and pesticide consumers. 

Second, by requiring "me-too" registrants to make data compensation offers to 
pay prior to processing of pesticide applications, the "extra" eighty-to-ninety days will 
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Patricia A. Roberts, Esq . Page2of5 

give the original data submitter additional time to file petitions to deny such registrations 
aad provide more lead time to file a petition to cancel once EPA has approved the 
products. The proposed policy change will create an incentive for frivolous petitions to 
deny, designed to stall the process. In the meantime, Agency stalftiote will be diverted to 
process the petitions. 

Third, rather then saving EPA resources, more staff time aad resources will be 
required while the approval process for "me-too" or generic products will be slowed 
down. 

Fourth, if EPA insists on this new interpretation of Section 40 CFR §152.&4, the 
Agency will experience an onslaught of petitions to cancel registrations previously 
grantad uader tbe "old" interpretation of the reguiations. These chsllenges to existing 
reguiations could be besed upon untimely offect to pay. These appeals would also 
consume more EPA time aad resources .. 

Fifth, the language in the reguiation- "at any later time" is unamhigoous. If one 
argues that the offer to pay must be submittad with the application, it would completely 
uadermine the clear language aad intent of the reguiation. 

If the Agency is considering a change to the language of40 CFR § 152&4, the 
Agency sbeuld comply with the Federal Administrative Procedures Act (5 U.S. C. §551) 
by giving public notice aad seeking public conunent All affected parties sbeuld have an 
opportunity to review aad comment on a proposed change to the reguiation. 

We at CPDA urge the Agency to retsin its long-staading interpretation of 40 CFR 
§ 152.&4, aad dismiss other EPA effurts to uadermine aad alter the clear intent oft be 
reguiations. 

Moreover, we at CPDA strongly support the letter from Telisport W. Putsavage of 
Wright & Sielaty, P .C., to you dated June 27, 2002 concerning this same matter. 

As this issue affects huadreds of generic registrants, we request a meeting to 
discuss this important issue. 

Very truly yours, 

Warren E. Stickle, PhD. 
President 

ec: Marcia Mulkey 
Jim Jones 
Debbie Edwards 
George LaRocca 
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WRIGHT&SIELATY 
C01J1'4Sl!:LORS AT LAW 

199'0 Ot.lJ BD.IDG£ R.OollD 
LAD RlDGE, VIRGINIA 22191,.3026 

TELlSPOB.T W, !'UTSAVAGE 

703.492.0738 
li'ACSIMIL£ 703,492,0066 
pua~.com 
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. . Alao at 

ADNITT•D IIi l/IW Yo•r .CND Jl.fll.tLAHD 
NOr A,DHir78D IN YI•at/IU 

One Steuben Place, Sqlte 5 
Albany, Now Yo'rk 1Zl07 

By Facsimile and Overnight MttiL 

Patricia A. Roberts, Esq • 
Associate General Counsel for Pestidclea and Toxlcs 
Offlce of General CotmseJ 
u.s. Envirotunental Protectlon Agency 
1200 Pennsylvarua Avenue, NW 
Washlngton, DC 2000 

July 23, 2002 

RE: Application f9r Registtation of Bifenthrln Teclmkalhlsecticide/Mitidde 
United Phosphorus, Trtc., BP A File Symbol70506-RI 

Dear Ms. Roberts: 

I write to you in !iirther regBJ;d to 1he timing of o!l'<:u to pay: data compeosation 1het I xalsedin 
my Iotter to you ofJunt 27,2002. 'l11at letter addressed the issue Illised in a letter ofJune 3, 2002 
from Mr. George LaRoeca, Product Manager 13 in the :rn.ecticide Br.mch of the Rogis!ration 
Division in the Ol!lee ofPcaticide Products, to Dr. Elizabeth llro)vn ofChemReg mtemationalas 
agent for United Phosphorous, Inc. ("UP!"). I had requested 1het1he Agcnoy rescind 1he notice of 
Juoe3,2002fromMr.LoRocc&andcontinuetoprocessthoapplicationfuquestion,orinthcabscnoc 
of a rescimon, thai you edvise me in writing of1het fact and whether such refusal- is final agency 
aotion on this matter. To date !have received no response to my letter or my telephone follow·lll'· 

!suggest that if the Agency requires !iirthcr time to review its position on this subject that it 
nonetheless proceed to process the referenced application for regis1rntion. Since the policy in 
question at tho least has not been uniformly applied, and given the widcapreed lack of industry 
awsreness of the policy, it would • .., equitable 1het tho policy bo applied to new applications 
following an announcerocnt to regulated commnotty of the Age,oy's position. Under this epproaoh, 
the application in question could continue to be processed. 

·A PROFEI9SIONAL CORPORATlON WlTB 
OllTXOESN!lAR 'WASHINGTON, )),0,, AND IN ALBA.."f)', NEW YoRK 
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PAGE 03 

If we are unable to be assured that om client's rlgh1s are being protooted in the CUll'Oil! 
circumstances, om ollcnt will be !breed to CO!>Iiderwhot avmuos oflesal rccomse arc available: It 
would be an unforlunate waste ofthetCSOmces of both Ollfclicnt and theAgcnoyifwe were forced 
to pUiliUe otbl<' optioi!JI oimply to presetVc the ststus quo in the abOOil<lC of a rcspollllt from the 
Agency. 

cc: 

very truly yot11'9, 

-,~lJr~ 
Tellsport w. Pumavage . 

Ms. Marcia Mulkey, Dlredor, Offke of Pesticide Products 
Ms. Debbie Edwards, Acting ?frector, Registration DIVision 
Ms. Debo:ahMcCall, lNectidde Branch, Reglstmt!onDivlaion 
Mr. George LaRoca, ProductM!nager,l'n9eclicide BIII!"h 
l.lfiduilla Knotr, Esq. Pestlcldes and Toxic Substances L<ow Oflioe 
Mr. Jeffreys. Prltchanl, United Phospborus Inc. 
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TELISPORT lV. l'UT8AVAQ:E 

703.492.0738 
FACSIMILE 703.492.0066 

prnt~@dttmlaw.com 

Allo at 

A.IINI1TRIJ IN NlfW to~l< JND JUA1£AH11 
NOT ADNlTTZD Ill 'lfiJ((JfHIA. ' 

Oae Steabea l'laee, Suite 5 
Albaay, Now Yol'k 12~07 

By Facsimik and Overnight Mail 
Patricia A. Roberts, Esq . 

June 27, 2002 

Associate General Counsel for Pestiddes and ToxiC! 
U.S. Environmental Proteetion Agency 
Office of General Counsel 
1200 PennsylVIIIrla Avenue, NW 
Wl~Bhinglon, DC 2ll4.60 

RE: Application for Registration ofBifentrhin Technicallnsectidde/Mitidde,. 
United Phoaphorus, Inc., EPA File Symbo170506-RI 

D<oar Ms. Roberts: 

I write to you in roaponse to a letier of June 3, 2002 .from Mr. George LaRocca, 
Product .Manager 13 in the!:nse<tldde Branch of the Registration DiviSion in the Office of 
Pesticide Products, to Dr.llllzabethBrown ofChemRegintemational as agent for United 
Phoaphorous, Inc. ("UP!"), a copy ofwhichls attached. ihavealso disalssed thismattar 
with Ms. Michelle Knorr of your office. 

Inh!sJi.me3,2002!ettarMr.LaRoo:astatesthattheapplicationreferencedabove 
is incomplete and will not be processed because a Certification with Respect to Citation 
of Data (EPA Form 8570-34) was not included with the applkation. However, in 
submittlng this application on April 8, 2002, Dr. Brown had requested that slu! be · 
notified upon completion of the review of application, at which time the Certiflealion 
would be submitted. Thispract!ce, which Mr. LaRocca states that he is now refusing to 
follow, acconds with past Agency practice and the applicable regulations. 

A PltOf'ESeiONAL OORPORATIOM WITH 
OnoxOJtSNEAR WASHJNGTON, D.C., A.ND JN' ALlJA."'!', NEw YORK 
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Mr. LaRocca stares that upon advice of the Offlce of General Counsel and wdor 
management in the Office of Pesticide Programs: 

The regulation "fhich you dte as allowirlg submlssion at a later polnt (40 
CFR §152.84) has been intetprered to mean that the Agency would not 
reject an application outright if it is missing information on the data 
compensation forms. The regulation does not envision that an applicant 
oomply with subpart E [40 CFR·§152.80 etseq.]llllbl after the application 
has been determined to be ae<:eptable for registration. Such a 
determination cannot bema de until the data compensation requirements 
have been met (emphasis in theorlginal) 

This position represents a major change in the Agency's approach and 
interpretstion of regulation& applicable to the prooesslng of registration applications 
dtlngthedotaofotherregistrants. Webelievethatthischangehasbeenimplemenredln 
violation of the Federal Admlnlstrative Procedure Act, 5 U.S.C. §551 et seq., ln thatit 
represents a change to an e>dsting rule that was made without benefit of public notice 
and comment. 

The Agency promulgared the final rule entitled Procedures to l!nsureProtection 
of Data Submitters' Rights, 40 CFR §152.80 et seq., on August 1, 1984. SJ:l: 49 Fad. 

• Register 30,684. That rule took efrect on Aprll 25, 1985. SJ:l: 50 Fed. Reg. 16284. 

Section 40 c.p.R, §152.84 states: 

All information required by this subpart should be submitted wi1h 1he 
applicallon, but IIla)t be S!lbmitted at any lmr lime prior to EPA'• 
opproy;!l of the application. The Agency will not approve any application 
until it determines either that the application is not subject to these 
requirements or that all required malerlais have been submitted and are 
ae<:eptable. (emphasis added). 
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In our dlscussion of this matter, Ms. Knorr argued that the Agency is free to 
il\terpret the phraae "at any later time prior to EPA's approval of the application" to 
mean at the tim• the application is filed, and that despite our ""!'erience to the oonttary, 
has tonSistently done so. This position directly contradicts both the ""Pies& text of 40 
C.P.R. §152.84 and the Agency's hlstoric illterpretation of the rule. · 

To argue that the phrase "at any later time" can be applied to mean that the 
cerlili.cationmustacoompany the application renders the permissive phrase "should be 
submilied with the application" meaningless. This position not only defies standard 
regu!atocylnterpretation principles, but ""Pressly contravenes the position taken by the 
Agency In promulgating the rule in question. In Section vn of the Preamble of the 
August 1, 1984 publication, entitled Agency Review to Delermil\e Compliance, the 
Agency spelled outits approach to the timing of an applicant's registration application 
in relation to the submission of a Certif!calion with Respect to Citation of Data. The 
Preamble stales: 

Under FIFRA section 3(c)(5)(B), the Agency must review applications.to 
determine whether the materials required to be submitted, including those 
that are required by this Subpari E, comply with the requirements of the 
Act. This part of themiewil~ed not takeplacebe£orefueA~besins 19 
review the APPllo;alion for complii!I\C!l will;l other statul:ozy requirements. 
but must occur before there&!Btrationls I!Wroved· BP A recognizes that the 
correspondence requirements of this subpart may take some time, and that 
an applicant may not wish 19 await responses In all cases before filing his 
application. A notable example is data gap certifications: lf a data gap is 
suspected, the applicant can not claim that the gap exists until he has 
wailed 60 days after corresponding with data submitters. BP A sees no 
reason why correspondence times and Agency review times may not run 
concurrently. Section 152.84 therefore provides that il!llilio;anto mily submit 
materials recwJred by this subpart 1\\W timebefore~tlon Is smnted· 
The Af~!!D!;Y will not delay the review of other Information Pertinent to the 
applicatioxlpendlns wceipt of lim md certification statemenl1!. but will not 
~the re&[s!ration un!illhey are recejygd. 
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Applicants $hould be aware, however, that if deficiencies ate found in 
materials submitted late in the Agency's Wllew, theregist:rationcould be 
delayed while the appllcantcorreCI!! the problem. If the agencycompletea 
its miew of the i\Pifllcalion. but has not J'llQ!ived the wpliCI!Ilt'o 
submip!oN Jl!)dut:blsru]e. the Aeen.;ywilloend thei\Pifllcanta rejection 
letter, which will Include a 75-<lay WI'OM time. after which the 
application will be treated as thoush It had hem withdrawn. A new 
application will be required if the applicantwantll to pursue registrational 
some later date. 49l'ad. Register~ at 30897. (emphasis added) 

GiventheexpresstennoftheruleandEPA'sfoanally-expreosedlnterpretationof 
it thelmplementat!on of !he contwyposition expressed by Mr. LaRocca and Ms. Knorr 
wouldrequirepromulgat!onofanamendmentoftherulepw-Suanttotheprocedutesof 
the Adminisirative Procedure Act 

TheAgency'spositionisnolonlyincontravention,oftherulebutli.t-advisedona 
pollcybas!s. Byrequiringdata-<:iterstomokeofferstopaypriortotheprocessingofthe 
appllcation_theAgencywll!invil!!numerouspetilionstocanoelwhllesuchapplications 
arebeingprocessed,!harebyburdenlngboththeAgencyandapplicantsw!!hadditional 
delays in procesalng applications. In addition, if the Agency insists upon pursuing its 
new intelpretation, counaellor several data submitters have already informed us that 
'they would pUrsue challenges to existing registrations for which offers to pay were 
made after !he Agency had complel!!d applications reviews. These attacks would be 
prem!sad upon arguments that the Agency granted regl!t:rations without complete 
applications and basad upon untimely offers to pay. 

I request that the AgencyiOBcind the notice of June 3, 2002£romMr. LaRocca and 
continue to process !he application inquest! on. Upon completion of the review; UPI will 
providethenecessarycertificationconfirmingthatanof!ertopaythedatasubmitter(s) 
has been made. · 
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1£ the Agency refusEs to rescind the June ani notice, pl~inunedia~y advise me 
in writing of that fact and whether such refusal Is final agency aclion on this matter. In 
such clrcw:nstances, UPI resexves the right to seek an injw)ctlon in federal coUrt to · 
compel EPA to comply with theprocecluralrequirementa set forth in thel984Federal 
Register. 

Very truly yours, 

~at·v. ful~~ 
. Te!!sport W. Putsavage 

Ms. Marda Mulkey, Director, Of.f!ce ofPestid.de Products 
Ms. o.bbie Edwards, Acting Director, Registration D!vlslon 
Ms. Deborah~ Inseclid.de Bnnch; Reg!sb:ation D!vlslon 
Mr. George I.aRocca. Product Manager, Inseclid.de Branch 
Michelle Knorr, Esq, Pestid.des and ToxlcSubSIB11cea Law O£f!ce 
Jeffiey s. Prit<:hatd. Unitedl'hosp""""' )'no. . 
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TE:LJSPORT W. PUTSAV AGE Also at 
. 

A.DMJTTED IN NI!.If YORJC AND MARYLAND 

NOT ADMITTED JN Y'JitGINIA 

One Steuben Place, Suite 5 
Albany, New York 12207 

By Facsimile.and Overnight Mail 
Patricia A. Roberts, Esq. 

June 27, 2002 

Associate General Counsel for Pesticides and Taxies 
U.S. Environmental Protection Agency 
Office of General Counsel 
1200 Pennsylvania Avenue, NW 
Washington. DC 20460 

••• • •• •• 

• 

... • • • •••• 
• 

•••• • • •••• .. . 
• • • . .. 

RE: Application for Registration ofBifentrhin Technical Insecticide/Miticide, 
United Phosphorus, Inc., EPA !'ile Symbol 70506-Rf · 

Dear Ms. Roberts: 

• ••••• • • • • • 
• ••••• • • .. 
• •••• • • • •••• 

I write to you In response to a letter of June 3, 2002 from Mr. George LaRocca, 
Product Manager 13 in the Insecticide Branch of the Registration Division in the Office of 
Pesticide Products, to Dr. Elizabeth Brown of ChemReg International as agent for United 
Phosphorous, Inc. ("UP!"), a copy of which is attached. I have also discussed this matter 
with Ms. Michelle Knorr of your office. 

In his June 3, 2002letter Mr. LaRocca states that the application referenced above 
is incomplete and will not be processed because a Certification with Respect to Otation 
of Data (EPA Form 8570-34) was not included wiU1 the application. However, in 
submitting this application on April 8, 2002, Dr. Brown had requested that she be 
notified upon completion of the review of application, at which time the Certification 
would be submitted. This practice, which Mr. LaRocca states that he is now refusing to 
follow, accords with past Agency practice and the applicable regulations. 

A PROFESSIONAL CORPORATION WlTH 
OFFICES NEAR WASHLVGT0:-.71 D.C., A.;.'\'D IN' ALBA..?..:Y, NEW YORK 
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Mr. LaRocca states that upon advice of the Office of General Counsel and senior 
management in the Office of Pesticide Programs: 

The reguJation which you cite as allowing submission at a later point ( 40 
CFR §152.84) has been interpreted to mean that the Agency would not 
reject an application outrig:ht if it is missing information on the data 
compensation forms. The regulation does not envision that an applicant 
comply with subpart E [40 CFR §152.80 et seq.]~ after the application 
has been determined to be acceptable for registration. Such a 
determination carm9t be made until the data compensation r1:7quirements 
have been met. (emphasis in the original) 

This position represents a major ·change in the Agency's approach and 
interpretation of reguJations applicable to the processing of registration applications 
citing the data of otherregistrants. We believe that this change has been implemented in 
violation of the Federal Adininistrative Procedure Act, 5 U.S.C. §551 et seq., in that it 
represents a change to an existing rule that was made without benefit of public notice 
and comment. 

The Agency promulgated the final rule entitled Procedures to Ensure Protection 
of Data Submitters' Rights, 40 CFR §152.80 et seq., on August 1, 1984. ~ 49 Fed. 
Register 30,884. That rule took effect on April25, 1985. Sgg 50 Fed. Reg. 16234. 

Section 40 C.F.R. §152.84 states: 

All information required by this subpart should be submitted with the 
application, but may be submitted at any later time prior to EPA's 
approval of the application. The Agency wili not approve any application 
until it determines either that the application is not subject to these 
requirements or that all required materials have been submitted and are 
acceptable. (emphasis added). 
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In our discussion of this matter, Ms. Knorr argued that the Agency is free to 
interpret the phrase "at any later time prior to EPA's approval of the application" to 
mean at the time the applicationis filed, and that despite our experience to the contrary, 
has consistently done so. Thls position directly contradicts both the express text of 40 
C.F .R. §152.84 and the Agency's historic interpretation of the rule. 

To argue that the phrase "at any later time" can be applied to mean that the 
certification must accompany the .application renders the permissive phrase "should be 
submitted with the application" meaningless. This position not only defies standard 
regulatory interpretation principles, but expressly contravenes the position taken by the 
Agency in promulgating the rule in question. In Section VII of the Preamble of the 
August 1, 1984 publication, entitled Agency Review to Determine Compliance, the 
Agency spelled outits approach to the timing of an applicant's registration application 
in relation to the submlssion of a Certification with Respect to Citation of Data. The 
Preamble states: 

Under FIFRA section 3(c)(S)(B), the Agency must review applications to 
determine whether the materials required to be submitted, including those 
that are required by this Subpart E, comply with the requirements of the 
Act. This part of the review need not take place before the Agency begins to 
review the application for compliance with other statutory requirements • 
but must occur before the registration is iij>proved. EPA recognizes that the 
correspondence requirements of this subpart may take some time, and that 
an applicant may not wish to await responses in all cases before filing his 
application. A notable example is data gap certifications: if a data gap is 
suspected, the applicant can not claim that the gap exists until he has 
waited 60 days after corresponding with data submitters. EPA sees no 
reason why correspondence times and Agency review times may not run 
concurrently. Section 152.84 therefore provides that applicants may submit 
materials reqyired by this subpart at any time before registration is &ranted. 
The Agency Will not delay the review of other information pertinent to the 
application pending receipt of lists and certification statements, but will not 
approve the registration until they are received. 
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Applicants should be aware1 however~ that if deficiencies are found in 
materials submitted late in the Agency's review, the registration could be 
delayed while the applicant corrects the problem. If the agency ccmpletes 
its review of the application, but has not received the applic.m'§ 
submissions under this rule, the Agency will send the applicant a rejection 
letter. which will include a 75-day re:;ponse time, after which the 
application will be treated as though it had been withdrawn. A new 
application will be required if the applicant wants to pursue registration at 
some later date. 49 Fed. Register 30884, at 30897. (emphasis added) 

Given the express tenn of the rule and EPA's fonnally-expressed interpretation of 
it, the implementation of the contrary position expressed by Mr. LaRocca and Ms.Knorr 
would require promulgation of an amendment of the rule pursuantto the procedures of 
the Administrative Procedure Act. 

The Agency's position is not only in contravention of the rule but ill-advised on a 
policy basis. By requiring data-citers to make offers to pay prior to the processing of the 
application, the Agency will.invite numerous petitions to cancel while such applications 
are being processed, thereby burdening both the Agency and applicants with additional 
delays in processing applications. In addition, if the Agency insists upon pursuing its 
new interpretation, counsel for several data submitters have already informed us that 
they would pursue challenges to existing registrations for which offers to pay were 
made after the Agency had completed applications reviews. These attacks would be 
premised upon arguments that the Agency granted registrations without complete 
applications and based upon untimely offers to pay. 

I request that the Agency rescind the notice of June 3, 2002 from Mr. LaRocca and 
continue to process the application in question. Upon completion of the review, UP! will 
provide the necessary certification confirming that an offer to pay the data subrnitter(s) 
has been made. 
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If the Agency refuses to rescind the June 3"' notice, please immediately advise me 
in writing of that fact and whether such refusal is final agency action on this matter. In 
such circumstances, UP! reserves the right to seek an injunction in federal court to 
compel EPA to comply with the procedural requirements set forth in the 1984 Federal 
Register. 

z;;s· 4( ru~~J!k-
Telisport W. Putsavage 

cc Ms. Marcia Mulkey, Director, Office of Pesticide Products 
Ms. Debbie Edwards, Acting Director, Registration Division 
Ms. Deborah McCall, Insecticide Branch, Registration Division 
Mr. George LaRocca, Product Manager, Insecticide Branch 
Michelle Knorr, Esq., Pesticides and Toxic Substances Law Office 
JeffreyS. Pritchard, United Phosphorus Inc. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

United Phosphorus, Inc. 
c/o Ms. Elizabeth A. Brown, Ph.D. 
ChemReg International, LLC 

,,, 199001dBridgeRoad,»201 
. ~Ridge, VA221.3 ··.·. 

Dear Ms. Brown: 

JJl32002 

SUBJECT: Application for~ . 
Bifenthrin Technical Insecticide/Miticide 
EPA File Symbol: 70506-RI 
Your Resubmission Dated Msy 8, 2002 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

EPA hss reconsideted its position with respect to the subject application nnd determined 
thattheapplicationlsincompleteforlliC1Wonsgl~llie~'sAPriJ25,2002letter: 

>;;_;_, • "*"/. . 
"An applicstion is consideted incomplete if any pertinent item specified in § 152.50 hss 
not been submitted. Pursuant to §152.50(£) an applicant must submit msterials to 
demonstrate thathehss complied with F1FRA sec. 3(cXI)(D) nnd subpart E of part 152 
~mcs to llnsUic Protection of Data S,ubmitters' Rights). Therefore, you must 
submit a completed Certification with Respect to Citation of Data (EPA Form 8570..34) 
indicating the Method of Data Support you are using. You must also submit a list of 
companies sent offers of compensation for data you are citiog in support of this 
application." 

We reached our decision after consnltation with attorneys in the Office of General 
Council nnd the Registration Division's senior management team. !twas agreed the! 
applicstioas which do not comply with the data compeasation regulations at the time of 
submission will be consideted incomplete nnd that we will not spend resources reviewing such 
applicstions until materials to complete the applicstion have been submitted. We recognize that 
you may have been allowed in the past to submit these materials later in the review process. 
However, we do not believe that this pmctice is supported by the regulations. The regulation 
which you cite as allowing submission at a later point (40 CFR §152.84) hss been interpreted to 
mean that the Agency would not ~eel an applicstion outright if it is missing information on the 
data compensation forms. The regulation does not envision that an applicant be required to 
comply with subpart E lllliJt after the application hss been determined to be acceptable for 
registration. Such a determination cannot be made until the data compensation requirements 
have been met. 
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Your May 8, 2002 Jetter asked us to confinn that the subject application bas been 
detennined to be acceptable. It bas not. We beve not begun to review the data, data matrix, CSF 
or draft label which you submitted in support of registmtion and will not begin review of these 
materials wrtil you submit the infonnation requested above. 

If you have any questions regarding this action, please contact Susan Stan!On of my team 
at (703) 305-5218. 

~T.LaRocca 
PrOduct MaMger (13) 
Insecticide Branch 
Registnllion Division (7505C) 
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1990 OLD BRIDGE ROAD, SUITE 201 
LAKE RIDGE, VIRGINIA 22192-2383 

DIREcr; 703-492-7905 
MAIN: 703-492-0445 
Fax: 703-492-0668 

E-MAIL: brown@chemreg.com 
WEBSITESt www.chemreg,com 

www.pesticide.net 

ELIZABEI'HA. BROWN, PH.D, 

May 8, 2002 

Document Processing Desk 
U.S. Environmental Protection Agency (7505C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

At1n: George LaRocca (PM 13) 

•••• • • • • • 

. . . 
• • • • • • 

Re: Application for Registration of Bifentrhin Technical Insecticide/Miticide, 
United Phosphorus, Inc. EPA File Symbol 70506-RJ 
Agency letter of April 25, 2002 

Dear George: 

••• • • .. . 
• 

• 

• • • ... 
• 

•••• ... .. . 
• • • • 

In your letter of April25, 2002 (copy enclosed), you stated that the Agency will not 
continue processing the application for registration of the above product if EPA Form 8570~34 and 
associated materials were not submitted within 75 days of the date of receipt of your letter. As 
clearly stated in the submission materia1s accompanying the application and as expressly permitted 
under40 CFR 152.84 and EPA's Federal Registernotice regarding that regulation (40 Fed. Reg. 
30884, Aug I, 1984), United Phosphorus is allowed to and will submit a completed Certification 
with Respect to Citation of Data form to your office. and send the necessary data compensation 
offers to companies listed on the enclosed data matrix. once we obtain confinnation from your 
office that the enclosed data matrix is acceptable and that EPA has decided to approve the 
enclosed application. (See enclosed copy of April II, 2002letter). 

Your letter of April 25, 2002, is unclear as to whether the Agency has reached a decision 
on approval of the application for registration. Please confirm in writing that your letter of April 
25, 2002, was confirmation that the April 11, 2002 application has been determined to be 
acceptable and that the Agency has decided to approve the application for registration. Once we 
receive that confirmation, the appropriate materials will be submitted to the Agency. Until that 
confirmation is received, however, the applicant is not required to submit the materials requested 
in your letter and the Agency may not delay review of the application. 

CONSULTANTS TO SUCCESS"'1 

Over One Hundred and Fifty Years of Combined Experience Assisting Chemical, Pesticide, 
Bio~Chemical and Life Science Companies on a Wlde Range of Issues, Irt_cluding Regulatory 
Strategies, Registration, Data Support and Compensation, Quality Assurance, Study D~~ 

and Sclen1ifie Matters. L. .j ·1 
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• 
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George LaRocca 
May 8, 2002, page 2 

I look forward to your response. Please do not hesitate to contact me if you have any 
questions. 

Regards, 

~~~.-..J 
Elizabetlt Anne Brown 

Enclosures: 
I. EPA letter of April25, 2002 (George LaRocca) 
2. ChernReglnternational, LLC letter of April II, 2002, on behalf of United Phosphorus 

cc: United Phosphorus, Inc. 
James Wrigh~ Esq., Wright & SiOiaty P.C . 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

APR 2 5 2002 

OFFICE OF 
PREVENTION, PESTICIDES 
ANO TOXIC SUBSTANCES 

United Phosphorus, Inc. 
c/o Ms. Elizabeth A. Brown, Ph.D. 
ChemReg International, LLC 
1990 Old Bridge Road, Suite 20 I 
Lake Ridge, VA 22192-2383 

~v. ' '' ~~ ................................ .. 

Dear Ms. Brown: 

SUBJECT: Application for Registration 
Bifenthrin Technical Insecticide/Miticide 
EPA File Symbol: 70506-RI 
Your Submission Dated April 11, 2002 

The application referred to above bas been determined pursuant to 40 CFR § 152.104, not 
to be sufficiently complete to process; therefore, the application is considered deficient. 
Labeling, data and/or other information as specified below must be submitted before the 
processing of the application can be completed. If such deficiencies cannot be corrected within 
75 days, you must notify the Agency within those 75 days of the date you expect to complete the 
application. If, after 75 days you do not respond, or you subsequently fail to complete the 
application within t11e time scheduled for completion, the agency will terminate any action on the 
application, and will treat the application as if it has been withdrawn by the applicant. Any 
subsequent submission relating to the application must be submitted as a new application . 

I. An application is considered incomplete if any pertinent item specified in § 152.50 has not 
been submitted. Pursuant to § 152.50(1) an applicant must submit materials t<> 
demonstrate tllnt he has complied with FIFRA see. 3(c)(1)(D) and subpart E of part 152 
(Procedures to Ensure Protection of Data Submitters• Rights). Therefore, you must 
submit a eompleted Certification with Respect to Citation of Data (EPA Form 8570-34) 
indieating the Method of Data Support you are using. You must also submit a list of 
companies sent offers of compensation for data you are citing in support of this 
application. 
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lfyou have any questions regarding this action, please contact Susan Stanton of my team 
at (703) 305-5218. 

Sincerely yours, 

-tf:;:;:i~f-
Product Manager (13) 
Insecticide Branch 
Registration Division (7505C) 
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1990 OLD BRIDGE ROAD, SUTTE 201 
LAKE RIDGE, VIRGTNIA 22192-2383 

Dnmcr: 703-492-7905 
MAIN: 703-492-0445 
Fax: 703-492-0668 

E-MAIL: brown@cltemreg.com 
WEB SITFS: www.chemreg.com 

www.pcsticlde.net 

ELIZABEI'H A. BROWN, PH.D. 

April 8, 2002 

Document Processing Desk (APPL) 
U.S. Environmental Protection Agency (7505C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

Ann: George LaRocca (PM 13) 

. .... ... 
; • -• • • • ....... 

• • • • -· ...... 
• • • • ....... 

··-· • ..... 
• 

• • •••••• • 
• • •••••• • 

• 
• ••• -··· •• • • • ~ 

• .. 
Re: Application for Registration of "Me-Too" Bifentrhin Technical insecticide/Miticide 

On behnif of our client, United Phosphorus, Inc. (UP!), we are submitting an application 
for a "me-too" registration of Bifenthrin Technical Insecticide/Miticide (EPA Product Code 
128825). This product is substantially sintilar to the already registered EPA Reg No. 279-3055. 

Enclosed please find: 
Transntittal bibliography 
Three (3) copies of each submitted study 
Application form 8570-1 
Five (5) copies of the proposed label 
Data matrix forms for EPA and public use (Fonn 8570-35) 

Please note that we are relying upon the selective cite-all method to satisfy data 
requirements that have not been satisfied by data submitted by UPL 

As expressly permitted under 40 CFR § 152.84 and various Federal Register notices, UP! 
will submit compensation offers to companies listed on EPA's Data Subminers Ust as of this date 
after you have determined that the application is acceptable and ready for approvaL As stated by 
EPA in the Federal Register: 

Before the Agency will approve this applicant, the applicant must certify that he has 
obtained the authorization of, or made appropriate offers to pay to, each person on the Data 
Submitters list ... As in the past, the applicant will be permitted to submit his 

CONSULTANTS TO SUCCESS"' 

Over One Hundred and Fifty Years of Combined Experience Assisting Chemical, Pesticide, 
BiowCbemical and Life Science Companies on a Wide Range of Issues, Including Reg(i)A4itY 
Strategies, Registration, Data Support and Compensation, Quality Assurance, StudY"Dfr'mifn_ 
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certification and general offer to pay at any time before registration is approved. The 
Agency will not delay the review of the application pending receipt of these statements, but 
will not approve the application until they are received and determined to be in 
compliance. 

49 Fed. Reg. 30884 (Aug. 1, 1984), Final Rule: Pesticide Programs; Pesticide 
Registration and Classification Procedures,· Application Procedures To Ensure Protection 
of Data Submitters' Rights. 

As such, we will submit a completed Certification with Respect to Citation of Data form to 
your office, and send the necessary data compensation offers to companies listed on the enclosed 
data matrix, once we obtain confirmation from your office that the enclosed data matrix is 
accepmble and that EPA has decided to approve the enclosed application . 

UP I' s technical grede bifenthrin is of a higher purity that thnt of the subsmntially similar 
EPA Reg. No. 279-3055. However. the enclosed studies identify that the acute oral and dennal 
toxicity are comparable to that of the ~gistered product Since it is known and well-documented 
for pyrethroids that the isomer ratio is of greater importance than slight differences in purity and 
since UPf s product has a comparable isomeric ratio to that of the registered product and does not 
contain impurities of toxicological coitcern, the UPI product should be considered as comparable 
to the already registered product 

With respect to physical/chemical characteristics, the data generated using the Pure Active 
Ingredient and already on file at the Agency is applicable regardless of the purity of the technical 
grede material. These dam are OPPTS 830.7050 (UVNisible Absorption), OPPTS 830.7220 
(Melting Point), OPPTS 830.7950 (Vapor pressure), OPPTS 830.7370 (Dissociation Conslllnt), 
OPPTS 830.7550 (OcmnoVwaterpartition coefficient). Other characteristics, such as solubility, 
are not appreciably affected by the minor differences in the purity of the technical material, which 
is insoluble in water. lnasmuchas the material is solid, OPPTS 830.7220 (boiling pnint) is not 
applicable. 

Based on both 40 CPR 158.190(a) and OPPTS 830.1000, we believe that the following 
data requirements are not pertinent for the registration of Bifenthrin Technical 
Insecticide/Miticide: 

l. one year storage smbility study (OPPTS 830.6317) 
2. corrosion characteristics (OPPTS 830.6320) 
3. mddationlreduction (OPPTS 830.6314) 
4. viscosity (OPPTS 830.7100) 
5. flammability (OPPTS 830.6315) 
6. explodability (OPPTS 830.6316) 
7. ntiscibility (OPPTS 830.6319) 
8. dielectric breakdown volmge (OPPTS 830.6321) 
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Letter to G. LaRocca, AprilS, 2002, page 3 

UPI is requesting a waiver from the requirements to assess the stability to metal and metal 
ions under OPPTS 830.6313, as the product is packaged, stored, and shipped in high density 
polyethylene and is not in contact with metals or metal ions. The submitted study meets the 
requirements for stability to normal and elevated temperntnres under OPPTS 830.6313. 

We trust that, with the enclosed documents; the Agency can expeditiously issue UPrs 
registration. Should you have any questions regarding the enclosed material, please do not hesitate 
to call. 

Sincerely, 

Elizabeth Anne Brown, Ph.D. 

cc: UP! 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

APR 2 5 2002 

OFFICE OF 
PREVENTION, PESTICIDES 
ANO TOXIC SUBSTANCES 

United Phosphorus, Inc. 
c/o Ms. Elizabeth A. Brown, Ph.D. 
ChemReg International, LLC 
1990 Old Bridge Road, Suite201 
Lake Ridge, VA 22192-2383 

Dear Ms. Brown: 

SUBJECT: Application for Reglstration 
Bifenthrin Technical Insecticide/Miticide 
EPA File Symbol: 70506-RI 
Your Submission Dated Aprilll, 2002 

The application referred to above bas been detennined pursuant to 40 CFR § 152.104, not 
to be sufficiently complete to process; therefore, the application is considered deficient 
Labeling, data and/or other information as specified below must be submitted before the 
processing of the application can be completed. [f such deficiencies cannot be corrected within 
75 days, you must notifY the Agency within those 75 days of the date you expect to complete the 
application. If, after 75 days you do not reapond, ot you subsequently fail to complete the 
application within the thne scheduled for completion, the agency will tenninate any action on the 
application, and will treat the application as if it has been withdrawn by the applicant. Any 
subsequent submission relating to the application must be submitted as a new application. 

!. An application is considered incomplete if any pertinent item specified in § !52.50 bas not 
been submitted. Pursuant to § 152.50(1) an applicant must submit materials to 
demonstrate that he bas complied with FIFRA sec. 3(cX!)(D) and subpart E ofpatt 152 
(Procedures to Ensure Protection of Data Submitters' Rights). Therefore, you must 
submit a completed Certification with Reapect to Citation of Data (EPA Form 8570-34) 
indicating the Method of Data Support you are using. You must also submit a list of 
companies sent offers of compensation for data you are citing in support of this 
application. 
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If you have any questions regarding this action, please contact Susan Stanton of my team 
at (703) 305-5218. 

Sincerely yours, 

)j._J/~ L 
George T. LaRocca jT -
Product Manager (!3) 
Insecticide Branch 
Registration Division (7505C) 
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U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

APR 19 2002 

UNITED PHOSPHOROUS, INC. 
1209 ORANGE STREET 
WILMINGTON, DE 19801 

Report of Analysis for Compliance with PR Notice 86~5 

Thank you for your transmittal of 04/11/02. Our staff 
has completed a preliminary analysis of the material. The results are 
provided as follows: 

Your submittal was found to be in full compliance with 
the standards for submission of data contained in PR 
Notice 86-5. A copy of your bibliography is enclosed, 
annotated with Master Record ID's (MRIDs) assigned to 
each document submitted. Please use these numbers in 
all future references to these documents. Thank you for 
your cooperation. If you have ariy questions concerning 
this data submission, please raise them with the 
cognizant Product Manager, to whom the data have been 
released . 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

UNITED PHOSPHORUS, INC. 
423 RIVERVIEW PLAZA 
TRENTON, NJ 086 II 

411512002 

PRODUCT NAME: BIFENTHRIN TECHNICAL INSECTICIDE/MITICIDE 
COMPANY NAME: UNITED PHOSPHORUS, INC. 
OPP IDENTIFICATION NUMBER: 294229 
EPA FILE SYMBOL: 70506-RI 
EPA RECEIPT DATE: 4/11102 

SUBJECT: RECEIPT OF APPLICATION FOR A NEW REGISTRATION 

DEAR REGISTRANT: 

OffiCE OF 
PREVENTION. PESTICIOCSANO 

TOXIC SUBSTANCES 

The Office of Pesticides Programs has received your application for a new registration 
and it has passed an administrative screen for completeness. 

Please note that this is only a notification of receipt of your application. This is only the first step 
in the application process. and does NOT constitute approval. 

If you have any questions. please contact the Insecticide Branch at 703-305-7448. 

Sincerely, 

~ ~-J;u,,.._ 
Front End Processing Staff 
Information Services Branch 
Information Resources & Services Division 

tntomol Address (URLJ • htlpJNN.w.opa.gov 
Rtteyelod/Roeyclabki•Prlnllld with Vegolablo Oil Baud lnkl. on Roeyc:lod P•por (Minimum 50% PosleonJurureontontt 
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TRANSMITfAL DOCUMENT 

United Phosphorus, Inc. 
740 Springdale Drive 

Suite 204 
Exton, PA 19341 

Submmer 
United Phosphorus, Inc 

ChemReg International, LLC* 
2239-H Tacket!S Mill Drive 

Lake Ridge, VA 22192-3026 

*ChemReg International is the authorized represenJative for United Phosphorus, Inc. 

Reauiatou action in supnort of which this packaae is submit!ed 
New Product Registration ~"Me-Too") 

(Bifenthrin Technical Insecticide/Milicide 70506-x) 

Transmittal Date 
Apri111, 2002 

Submitted Studies 

MRID 

- Administrative Materials 

Document 1: 
45654401 

Brown, E.A. March 19, 2002. Bifenthrin Technica1 
Insecticide. Product Identity, Composition, and Analysis 
(GrOup A). Compilation Report No. UPI-Bifentech-A. 219 
DI.!S. Comaills Confidential Business bif_onnation. 

Document 2: 45654402 Joshi, C. Nov 12,2001. Appearance (colour, physical state, 
and odor) ofbifen!hrin. JRF srudv number 359!. 13 pg. 

Document 3: 45654403 Patel, A.H. Sept 5, 2001. Accelerated storage stability of 
bifenthrin. JRF srudy number 3220. 81 pg. 

Documem4: 45654404 Tiwari. V.K. Feb. 9, 2002. Acute oraltoxicily study of 
bifenthrin technical in rats. Jai Research Foundation. JRF 
Study No. 3415. 33 oaaes. 

DocumentS: 45654405 Tiwari. V.K. Feb 9, 2002. Acute dermal toxicity study of 
bifenthrin technical in mts. Jai Research Foundation. JRF 
Srudv No. 3416. 27 paaes. 

Company Official 

Company Name: 

Company Contact: 

ChemReg International, LLC., Authorized Representative for UPI 

Elizabeth Anne Brown 

Phone Number. 703-492-7905 
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456544-00 
1990 OLD BRIDGE ROAD, SUITE 201 
LAKE RIDGE, VIRGINIA 22192-2383 

DIIU!Cl': 703·492·7905 
MAIN: 703·492·0445 
Fax: 703·492·0668 

ELIZABETH A. BROWN, PH.D. 

AprilS, 2002 

Document Processing Desk (APPL) 
U.S. Environmental Protection Agency (7505C) 
U.S. Environmental Protection Agency 
Room 266A. Ccystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

Attn: George LaRocca (PM 13) 

E-MAn.: brown@chemrcg.com 
WEBSITES: www.c:hemreg.com 

www.pesticide.net 

Re: Application for Registration of"Me-Too" Bifentrhin Technical Insecticide/Miticide 

On behalf of our clien~ United Phosphorus, Inc. (UP!), we are submitting an application 
for a "me-too" registration ofBifenthrin Technicallilsecticide/Miticide (EPA Product Code 
128825). This product is substnntialiy similar to the already registered EPA Reg No. 279-3055. 

Enclosed please firtd: 
Transmittal bibliography 
Three (3) copies of each submined study 
Application form 8570-1 
Five (5) copies of the proposed label 
Data matrix forms for EPA and public use (Form 8570-35) 

Please note that we are relying upon the selective cite-ali method to satisfy data 
requirements that have not been satisfied by data submined by UPI. 

As expressly permitted under 40 CFR § 152.84 and various Federal Register notices, UPI 
will submit compensation offers to companies Jisted on EPA's Data Submitters list as of this date 
after you have determined that the application is acceptable and ready for approval. As stated by 
EPA in the Federal Register: 

Before the Agency will approve this applican~ the applicant must certify that he has 
obtained the aUlhorization of, or made appropriate offers to pay to, each person on the Data 
Submitters List. ... As in the past, the applicant will be pennitted to submit his 

CONSULTANTS TO SUCCESS'" 

Over One Hundred and Fifty Years of Combined Experience Assisting Chemical, Pesticide, 
Bio-Chemical and Life Science Companies on a Wide Range of Issues, Including Regulatory 
Strategies, Registration, Data Support and Compensation, Quality Assurance, Study~ 

and Scientific Matters. 
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Letter to G. LaRocca, April 8, 2002, page 2 

certification and general offer to pay at any time before registration is approved. The 
Agency will not delay the review of the application pending receipt of these statements, but 
will not_ approve the application until they are received and determined to be in 
compliance. 

49 Fed. Reg. 30884 (Aug. I, 1984), Final Rule: Pesticide Programs; Pesticide 
Registration and Classification Procedures; Application Procedures To Ensure Protf!CtiOII 
of Data Subminers' Rights. 

As such, we will submit a completed Certification with Respect to Citation of Data form to 
your office, and send the necessary data compensation offers to companies listed on the enclosed 
data matrix, once we obtain confirmation from your office that the enclosed data matrix is 
acceptable and that EPA has decided to approve the enclosed application . 

UPI's technical grade bifenthtin is of a higher purity that that of the substantially simliar 
EPA Reg. No. 279-3055. However, the enclosed studies identify that the acute oral and dermal 
toxicity are comparable to that of the registered product Since it is known and well~documented 
for pyrethroids that the isomer ratio is of greater importance than slight differences in purity and 
since UPf s P.roduct has a comparable isomeric rarlq to that of the registered product and does not 
contain impurities of toxicological concern, the UPI product should be considered as comparable 
to dte already registered product 

With respect to physical/chemical characteristics, the data generated using the Pure Active 
Ingredient and already on file at the Agency is applicable regardless of the purity of the technical 
grade material. These data are OPPTS 830.7050 (UVNisible Absorption), OPPTS 830.7220 
(Melting Point), OPPTS 830.7950 (Vapor pressure), OPPTS 830.7370 (Dissociation Constant), 
OPPTS 830.7550 (Octanollwater partition coefficient). Other characteristics, such as solubility, 
are not appreciably affected by the minor differences in the purity of the technical material, which 
is insoluble in water. lnasmuchas the material is solid, OPPTS 830.7220 (boiling point) is not 
applicable. 

Based on both 40 CPR 158.!90(a) and OPPTS 830.!000, we believe that the following 
data requirements are not pertinent for the registration of Bifenthrin Technical 
Insecticide/Miticide: 

I. one year storage stability study (OPPTS 830.6317) 
2. corrosion characteristics (OPPTS 830.6320) 
3. oxidation/reduction (OPPTS 830.6314) 
4. viscosity (OPPTS 830.7100) 
5. flammability (OPPTS 830.6315) 
6. explodability (OPPTS 830.6316) 
7. miscibility (OPPTS 830.6319) 
8. dielectric breakdown voltage (OPPTS 830.6321) 
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Letter to G. LaRocca, April&, 2002, page 3 

UPI is requesting a waiver from the requirements to assess the stability to metal and metal 
ions under OPPTS 830.6313, as the product is packaged, stored, and shipped in high density 
polyethylene and is not in contact with metals or metal ions. The submitted study meets the 
requirements for stability to normal and elevated temperatures under OPPTS 830.6313. 

We trust tha~ with the enclosed documents, the Agency can expeditiously issue UPI's 
registration. Should you have any questions regarding the enclosed material, please do not hesitate 
to call. 

Sincerely, 

Elizabeth Anne Brown, Ph.D. 

cc: UP! 
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1990 OLD BRIDGE ROAD, SUITE 201 
LAKE RIDGE, VJRGINJA 22192.~2383 

DIRECT: 703~492.'"7905 
MAIN: 703•492~0445 
Pax1 703~492~0668 

ELIZABETH A. BROWN, PH.D. 

April 8, 2002 

Document Processing Desk (APPL) 
U.S. Environmental Protection Agency (7505C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

Attn: George LaRocca (PM 13) 

ErMAn.: brown@chemreg.com 
WBBSITF.S: www.cbemreg.com 

www.pes:ticide.net 

Re: Application for Registration of"Me-Too .. Bifentrhin Technical Insecticide/Miticide 

On behalf of our client, United Phosphorus, Inc. (UPI). we are submitting an application 
for a "me~too" registration ofBifenthrin Technical Insecticide/Miticide (EPA Product Code 
128825). This product is substantially similar to the already registered EPA Reg No. 279-3055. 

Enclosed plesse find: 
Transntittnl bibliography 
Three (3) copies of each submitted study 
Application form 8570-I 
Five (5) copies of the proposed label 
Data matrix forms for EPA and public use (Form 8570-35) 

Please note that we are relying upon the selective cite-all method to satisfy data 
requirements that have not been satisfied by data submitted by UPI. 

As expressly permined under 40 CFR § 152.84 and various Federnl Register notices. UPI 
will submit compensation offers to companies listed on EPA's Dam Submitters Ust as of this date 
after you have detennined that the application is acceptable and ready for approval. As stated by 
EPA in the Federnl Register: 

Before the Agency will approve this applicant, the applicant must certify that he has 
obtained the authorization of. or made appropriate offers to pay to, each person on the Darn 
Submitters List. •.• As in the past, the applicant will be penni ned to submit his 

CONSULTANTS TO SUCCESS'" 

Over One Hundred and Fifty Years of Combined Experience Assisting Chemical, Pesticide, 
Bio-Chemical and Life Science Companies on a Wide Range of Issues, Including Regulatory 
Strategies. Registration, Data Support and Compensation, Quality Assurance, Study Design 

and Scientific Matters. 2 4 7 
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certification and general offer to pay aJ any time before registration is approved. The 
Agency will not delay the review of the application pending receipt of these statements, but 
will not approve the application until they are received and detem1ined to be in 
compliance. 

49 Fed. Reg. 30884 (Aug. I, 1984), Final Rule: Pes1icide Programs; Peslicide 
Registrah"on and Classification Procedures; ApplicatJ'ou Procedures To- Ensure Pmteciion 
of Data Submitters' R1'glus. 

As such~ we wiU submit a completed Certification with Respect to Citation of Data form to 
your office, and send the necessary data compensation offers to companies listed on the enclosed 
data matrix, once we obtain confirmation from your office that the enclosed data matrix is 
acceptable and that EPA has decided to approve the enclosed application . 

UPI's technical grade bifenthrin is of a higher purity that that of the substantially similar 
EPA Reg. No. 279-3055. However, the enclosed studies identify that the acute oral and dennaJ 
toxicity are comparable to that of the registered product Since it is known and well-documented 
for pyrethroids that the isomer ratio is of greater imponance than slight differences in purity and 
since UPl's product has a comparable isomeric ratio to that of the registered product and does not 
contain impurities of toxicological concern, the UPl product should be considered as comparable 
to the already registered procluct. 

With respect to physical/chemical characteristics. the data generated using the Pure Active 
Ingredient and already on file at the Agency is applicable regardless of the purity of the technical 
grade material. The.•e data are OPPTS 830.7050 (UVNislble Absorption), OPPTS 830.7220 
(Melting Point), OPPTS 830.7950 (Vapor pressure). OPPTS 830.7370 (Dissociation ConsllUlt). 
OPPTS 830.7550 (OctanoVwater partition coefficient). Other characteristics, such as solubility. 
are not appreciably affected by the minor differences in the purity of the technical material, which 
is insoluble in water. Inasmuchas the materia] is solid, OPPTS 830.7220 (boiling point) is not 
applicable. 

Based on both 40 CFR 158.190(a) and OPPTS 830.1000, we believe that the following 
data requirements are not peninent for the registration of Bifenthrin TechnicaJ 
Insecticide/Miticide: 

I. one year stomge stability study (OPPTS 830.6317) 
2. corrosion characteristics (OPPTS 830.6320) 
3. oxidation/reduction (OPPTS 830.6314) 
4. viscosity (OPPTS 830.7100) 
5. flammability (OPPTS 830.6315) 
6. explodability (OPPTS 830.6316) 
7. miscibility (OPPTS 830.6319) 
8. dielectric breakdown voltage (OPPTS 830.6321) 
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Lener to G. LaRocca, April 8, 2002, page 3 

UPI is requesting a waiver from the requirements to assess the stability to metal and metal 
ions under OPPTS 830.6313, as the product is packaged, stored, and shipped in high density 
polyethylene and is not in contact with metals or metal ions. The submitted study meets the 
requirements for stability to nonnal and elevated temperatures under OPPTS 830.6313. 

We trust that, with the enclosed documents, t~e Agency can expeditiously issue UPI's 
registration. Should you have any questions regarding the enclosed material, plea..'\e do not hesitale 
to call. 

Sincerely, 

Elizabeth Anne Brown, Ph.D. 

cc: UP! 
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TRANSMITTAL DOCUMENT 

United Phosphorus, Inc. 
740 Springdale Drive 

Suite 204 
Exton, PA 19341 

Submitter 
United Phosphorus, Inc 

ChernReg International, LLC• 
2239-H Tacketts Mill Drive 

Lake Ridge, VA 22192-3026 

*ChemReg International is the authorized representative for United Phosphorus, Inc. 

Reaulatorv action in supnort of which this nackage is submitied ~ 
New Product Registration (''Me-Too") 

(Bifenthrin Technical Insecticide/Miticide 70506-x) 

Tmnsmittal Date 
April II, 2002 

Subm!t!<d Stu4Ics 

MRID 

---
Document 1: 

-Document 2: 

Document 3: 

Document4: 

Document 5: 

Company Officia1 

Company Name: 

Company Contact: 

Phone Number: 

Administrative Milteria1s 

Brown, E.A. March 19,2002. Bifenthrin Technical 
Insecticide. Product Identity, Composition, and Analysis 
(Group A). Compilation Report No. UPI-Bifentech-A. 219 
nns. Contains· Confidential Business Jnfonnarion. 

Joshi, C. Nov 12, 200 I. Appearance (colour, physical state, 
and odor) ofbifenthrin. JRF studY number359!. 13 oo. 

Patel, A.H. Sept 5, 20()1. Accelerated stomge stability of 
bifenthrin. JRF studv number 3220. 81 P<. 

Tiwari. V.K. Feb. 9, 2002. Acute oral toxicity study of 
bifenthrin technical in rats. Jai Research Foundation. JRF 
Studv No. 3415. 33 pam. 

Tiwari, V.K. Feb 9, 2002. Acute dermal [oxicity study of 
bifenthrin technical in rJts. Jai Research Foundation. JRF 
Studv No. 3416. 27 puges. 

ChemReg International, LLC., Authorized Representative for UPI 

Elizabeth Anne Brown 

703-492-7905 
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Name and Title Date 
Elizabeth Anne Brown, ChemReg Inremational, LLC 4/11/2002 
Registration Agent . . Public File Copy 



~ITEDSTATFS ENVIRONMENTAL.CTION AGENI..'Y 
401 M Street, S.W. 

WASIUNGTON D.C.-

Form Approved OMB No. 2070-0060 

Paperwork Reduction Act Notke: The public reporting burden for this collection of information is estimated to ave.mge 0.25 hours per response for registration activities and 0.25 
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the 
burden estimate or any other tt'q)eet of this collection of information,. including sUggestions for reducing the burden to: Director, OPPElnfonnation Management Division (2137), 
U.S. F.JlvironmentaJ Protection A nc , 401 M Street. S.W •• Washin on DC 20460. Do not send the form to thi-. address. 

Date: Mnrch 20. 200Cl2 

Applicant's/Registrant's Name and Address: 
United Phosphorus. Inc. 
423 Riverview P1aza 
Trenton, NJ 08611 
Ingredient: Bifenthrin (PC 128825) 

Signature 

~ei.uL~..J 

DATA MATRIX 

. . . ' 
. . . EPA Form 8570 35 (9 97) Electromc nnd Paper \'ersmns av-.ulable. Subm1t only Paper versmn . 

EPA Reg NoJ File Symbol 
70506-
Product: Bifenthrin Technica11nsecticide1Miticidc 

Name and Title 
Elizabeth Anne Brown, ChemRcg lmcmmion.nl, LLC 
Registration Agent 

Page 3 of3 

Date 
4/1112002 

. 
Public File Copy 
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.UPI United Phosphorus, Inc. 

423 Riverview Piau 
Trenton, NJ 08611 
(609) 392..s200 x 18 (phone) 
(609)392-080' (f>x) 

Remca A. Clemmer 
Regulatory Affairs Manager 

Mr. George LaRoeca (PM 13) 
Document Processing Desk (APPL) 
Office of Pesticide Progmms (7504C) 
U.S. Environmental Protections Agency 
1801 Ben Street 
Arlington. VA 22202 

November 2. 2004 

Re: Bifenthrin Te<:hnicallnsecticide, EPA Reg. No. 10506--18 
Submission of Production Infonnation 

Dear Mr. LaRocca: 

In its Notice of Pesticide Registration, USEPA required United Phosphorus to submit production 
infonnation for this product for the 2004 fiscal year. This product is manufactured by United 
Phosphorus In India, and we hereby report that between the dales of Sept. 30. 2003 and October 
1,2004, we have imported ofBifenthrinTcchnical. 

No data are being submitted with this application and no fees are applicable under the 
requirements of PRJ A. 

Please contact me If you have any questions. 

Very truly yours. 

Rebecca A. Clemmer 
rnlemmer@upi~uS!l.com 

••••• • •• • • 
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